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PIEZOSURGERY®ioMcli

Carefully read this manual before proceeding
with the installation, use, maintenance, or
other operations on the device. Always keep
this manual within reach.

IMPORTANT: to prevent harm to persons
or damages to objects, read all the "Safety
precautions”present in the manual with
special care. Depending on their degree
of seriousness, the safety precautions are
classified with the foilowing indications:

A  WARNING
(always refers to personal injury)
© CAUTION

(refers to possible damage to property)

The purpose of this manual is to make
the operator knowledgeable of the safety

precautions, the installation procedures,
and the instructions for a correct use

and maintenance of the device and its
accessories.

Use ofthis manual for purposes other than
those strictly tied to the installation, use
and maintenance of the device is forbidden.
The information and illustrations in this
manual are updated as ofthe date of issue
reported on the last page.

Mectron is committed to continuously
update its products with possible
modifications to device components, in case
you uncover discrepancies between what

is described in this manual and the device
in your possession, contact your Retailer

or the After-Sales Service of Mectron for
clarifications and support.

011 >INTENDED USE OF THE PIEZOSURGERY® touch

The PIEZOSURGERY® touch is a piezoelectric
ultrasonic device intended for bone surgery in
the following applications:

- osteotomy and osteoplasty techniques;

- implantology;

- periodontal surgery;

- orthodontic surgery;

- endodontic surgery;

- maxillofacial surgery

The PIEZOSURGERY® touch, and its inserts,

can operate as a piezoelectric scaler in the

following dental applications:

- scaling: all the procedures for the removal
of bacterial plaque deposits and supra-
gingival, sub-gingival, and interdental

A WARNING: The device must be used
in adental practice or ambulatory.The
device cannot operate in environments
where anesthetic or flammable mixtures
are present.

A WARNING: Qualified and specialized
personnel. The device must be used
exclusively by specialized and appropriately
trained personnel such as a Surgeon.The
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calculi, and for the removal of stains;
- periodontology: periodontal treatment for
the scaling and root-planing/debridement
without damage to the periodontium,
including cleaning and irrigation of the
periodontal pocket;
endodontics: all treatments for root canals
preparation, irrigation,filling, condensation
ofthe gutta-percha and retrograde
preparation;

- restoration and prosthesis: cavity
preparation, removal of denture,
condensation of the amalgam, finishing
of the cervical margin, inlay/onlay
preparation.

use of the device does not cause side
effects if it is used correctly. An improper
use might cause tissues heating.

A WARNING: Use the device only for the
Intended use.

Failure to observe this precaution may
cause serious injuries to the patient, the
operator, and damages/breakdowns to the
device.
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01.4 =>SAFETY PRECAUTIONS

A WARNING; Do not install the device in
places where there is arisk of explosion.
The device cannot operate in environments
where anesthetic or flammable mixtures
are present.

(D CAUTION: In the case that the end
user,when operating in his or her own
medical study or clinic, must subject the
electro-medical equipment and systems to
periodical inspections in order to adhere to
imposed requirements, the test procedures
that must be applied to electro-medical
equipment and systems to evaluate safety
must be performed in line with norm EN
62353 ‘Electro-medical devices - Periodical
inspections and tests to be performed after
repair interventions on electro-medical
devices’.

A WARNING: Checking device status
before the treatment.

Always check that there is no water
underneath the device. Before every
treatment, always check that the device
works perfectly and that the accessories
are efficient. In case you uncover operating
abnormalities, do not perform the
treatment. Contact an Authorized Mectron
Service Center if the abnormalities concern
the device.

(T) CAUTION.-The electrical system of the
premises in which the device is installed
and used must be compliant to the norms
in force and to the relative electrical safety
precautions.

(T) CAUTION: To avoid any risk of electric
shock this device must be grounded.

A WARNING: When the lid of the
peristaltic pump is open, the foot pedal
ofthe PIEZOSURCERY® touch must not
be operated. The parts in movement may
cause harm to the operator.

A WARNING: All the accessories ofthe
new or repaired devices are not sterile. All
new and repaired accessories are supplied
in non-sterile conditions. Before use, and
after each treatment, they must be cleaned
and sterilised in strict compliance with
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the instructions given in the Cleaning and
Sterilization Manual.

A WARNING: Infections control.

To ensure maximum safety of the patient
and the operator, before using all the
reusable parts and accessories, make sure
you have first cleaned and sterilized them,
following the instructions ofthe Cleaning
and Sterilization Manual.

(D CAUTION; Contraindications. Allow
reusable,autoclavable items (the
handpiece, the inserts, the torque wrench,
and any other accessory that can be
sterilized ) to gradually return to room
temperature after steam sterilization and
prior to usage.The cooling process must
not be accelerated.

A WARNING: Breakage and wear-out of
the inserts. High frequency oscillations and
wear-out may. In rare circumstances, lead
to the breakage ofthe insert.

Deformed or otherwise damaged inserts
are susceptible to breakage during their
use.These inserts must never be used.

If an insert breaks, check that none of its
fragments remain in the treated part and,
at the same time, apply effective suction to
remove them.

The patient must be instructed to breathe
through his nose during the treatment,

or adental dam must be used to prevent
the patient from ingesting fragments of
broken inserts.

When the nitride coating wears out, the
cutting efficiency decreases; re-sharpening
the insert damages it and is therefore
forbidden. Check that the insert is not
worn out. Use of aworn-out insert reduces
the cutting performance and can cause
necrosis of the bone surface treated.
During the intervention, frequently check
that the insert is intact, especially in its
apical part.

During the intervention, avoid prolonged
contact with retractors or with metallic
instrumentation in use. Do not exert
excessive pressure on the inserts during
their use.



A. WARNING: Only use original Mectron
inserts, accessories, and spare parts,

A WARNING: Contraindications. Do not
use the PIEZOSURGERY® touch on patients
who carry heart stimulators (Pace-makers)
or other implantable electronic devices.
This precaution also applies to the
operator.

(T) CAUTION: Contraindications. Do not
perform treatments on prosthetic artifacts
made of metal or ceramics.The ultrasonic
vibrations could lead to the de-cementing
ofthe artifacts.

A WARNING: Contraindications.
Interference from other equipment. An
electrical scalpel or other electro-surgical
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01 «>INTRODUCTION

units near the PIEZOSURGERY* touch
device may interfere with its correct
operation.

A WARNING: Contraindications.
Interference with other equipment.
Though compliant to the standard IEC
60601-1-2, the

PIEZOSURGERY® touch may nonetheless
interfere with other devices nearby.

The PIEZOSURCERY® touch must not be
used nearto or stacked on other devices.
However, if this were to prove necessary,
you must check and monitor correct
operation ofthe device in that
configuration.

(3) CAUTION: No modification of this
equipment is allowed.
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04 NSTALLATION
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04.3 4 CONNECTION OF THE ACCESSORIES

Insert the irrigation bag support
rod in the dedicated hole;

Insert the handpiece fixed support in the
housing;

PLEASE NOTE The handpiece support can be
placed in 4 different locations: lateral right,
front right,front left, lateral left;

Take a peristaltic pump tube in silicon and
insert it on the connector ofthe handpiece
cord;

Insert the connector ofthe handpiece cord
with the writing UP facing upward inside
the connection in the front part ofthe
PIEZOSURGERY® touch;

Insert the silicon tube in the peristaltic
pump, proceeding as follows:

- open the pump cover completely;
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05 4 USE

05.2 «>DESCRIPTION OF THE KEYBOARD
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Touch keyboard

The user can configure the device by simply
touching on the touch keyboard.
Depending on the selected setting, the
electronic feedback system automatically
adjusts the correct operating frequency.

FUNCTIONS (ref. R inside cover)

Depending on the type of surgery, it is possible
to choose one of the 6 options available from
the “function” list:

ENDO: dedicated to endodontic surgery and to
the detachment of the sinus membrane

PERIO; dedicated to periodontal surgery

SPECIAL: dedicated only to the inserts for
osteotomies with thicknesses of 0.35 mm and
for prosthetic applications

CANCELLOUS: dedicated to the cutting and
removal of poorly mineralized bone

CORTICAL: dedicated to the cutting and
removal of highly mineralized bone

IMPLANT: dedicated to bone perforation in the
technique of the implant site preparation

FILLING AND CLEANING THE IRRIGATION
CIRCUIT (ref. T inside cover)

The device is equipped with the"pump/clean”
key which, depending on the mode of use,
allows to perform the PUMP function or the
CLEAN function.

The PUMP function can be used at the
beginning of the treatment, to flush the entire
irrigation line up to the insert, so that the
surgery can be started with the necessary
irrigation (see paragraph 05.4).

The CLEAN function allows to perform a
cleaning cycle of the irrigation circuit.

This function must be performed when you
have finished using the device and before
cleaning, disinfecting, and sterilizing all the
parts (see Cleaning and Sterilization Manual).
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IRRIGATION (ref. 0 inside cover)

The capacity of the peristaltic pump can be

adjusted by selecting the numbers on the .
touch keyboard in the "irrigation” column, irigfcn
7 capacity levels are foreseen;

0 = operation ofthe pump is closed: no

irrigation outflows from the insert

From 1to 6=the pump flow goes from

8 ml/min to approximately 75ml/min.

The possibility of choosing the irrigation

capacity levels is tied to the type of function #
selected, in the following manner:

ENDO - 7flow levels:from Oto 6

(from 0 to approximately 75ml/min)

PERIO - 7 flow levels;from 0to 5

(from O to approximately 75ml/min)

SPECIAL - 6 flow levels: from 1to 6

(from 8 to approximately 75ml/min)

CANCELLOUS - 5 flow levels: from 1to 6

(from 8 to approximately 7Sml/min)

CORTICAL - 6 flow levels: from 1to 6

(from 8 to approximately 75ml/min)

IMPLANT - 6 flow levels: from 1to 5

(from 8 to approximately 7Sml/min)

PLEASE NOTE treatment without irrigation

is possible only with the ENDO and PERIO
functions, setting the irrigation capacity level
on “0"

In the eventthat an irrigation capacity

lower than 8 ml/min is required, use the
"bone grafting kit" (accessory that can be
ordered separately), inserting it between

the flow adjuster and the tube in silicon of
the handpiece, making it pass through the
peristaltic pump, and selecting lasthe level of
irrigation.

A WARNING: If the “bone grafting

kit” tube is kept inserted for the entire
duration of the intervention, the capacity
ofthe pump on all its levels is limited,
independently of which insert is used.
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05.3 4 SAFETY PRECAUTIONS BEFORE AND DURING USE

A WARNING: Before starting to operate
with the device, make sure that you
have stock material (handpiece, inserts,
wrenches) available to use in case

the device stops due to afault or of
inconveniences.

(T) CAUTION: Contraindication. Do not
perform treatments on prosthetic artifacts
made of metal or ceramics.The ultrasonic
vibrations could lead to the de-cementing
ofthe artifacts.

A WARNING: Contraindications. Do not
use the PIEZOSURGERY® touch on patients
who carry heart stimulators (Pace-makers)
or other implantable electronic devices.
This precaution also applies to the
operator.

A WARNING: Checking device status
before the treatment. Always check that
there is no water underneath the device.
Before every treatment, always check
that the device works perfectly and that
the accessories are efficient. In case you
uncover operating abnormalities, do

not perform the treatment. Contact an
Authorized Mectron Service Center if the
abnormalities concern the device.

© CAUTION: CLEAN function. After

the device is used with aggressive and
non-aggressive solutions, it is necessary
to perform acleaning cycle on the tubes
and the handpiece with the CLEAN
function (see Cleaning and Sterilization
Manual). Ifthe tubes are not cleaned, the
crystallization of the salts may seriously
damage the device.

© CAUTION: Contraindications. Allow
reusable, autoclavable items (the
handpiece, the inserts, the torque wrench,
and any other accessory that can be
sterilized) to gradually return to room
temperature after steam sterilization and
prior to usage.The cooling process must
not be accelerated.
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A WARNING: Infections control.

First use: All new and repaired accessories
are supplied in NON STERILE conditions.
Before use, and after each treatment, they
must be cleaned and sterilised in strict
compliance with the instructions given in
the Cleaning and Steriiization Manual.
Subsequent uses: After every treatment,
clean and sterilize all the reusable parts
and accessories,following the instructions
provided in the Cleaning and Sterilization
Manual.

© CAUTION: The electrical contacts inside
the cord connector must be dry. Before
connecting the handpiece to the device,
make sure that the electrical contacts of
the connector are perfectly dry, especially
after the sterilization cycle in autoclave.

If need be, dry the contacts by blowing
compressed air onto them.

© CAUTION: CLEAN function. The

CLEAN function must be used after every
treatment, before starting the cleaning and
sterilization procedures.

A WARNING; To ensure that the
handpiece cools down, always activate it
with the irrigation circuit correctly installed
and filled.To fill the irrigation circuit,
always use the PUMP function

A WARNING: Treatments that require
irrigation. Always check operation of the
irrigation before and during use. Make sure
the fluid outflows from the insert.

Do not use the device if the irrigation does
notwork orifthepum pis defective.

A WARNING: Only use original Mectron
inserts, accessories, and spare parts.

A WARNING; Use of non-original
Mectron inserts: this use entails finite
damage to the handpiece threading,
thus compromising correct operation and
risking to cause harm to the patient.



® CAUTION: To correctly use the device,
you must press the foot pedal and start
it with the insert not making contact
with the partto be treated, sothat the
electronic circuit can recognize the best
point of resonance ofthe insert without
interferences, allowing its optimal
performance.

/K WARNING: Before every treatment,
make sure that the insert appropriate for

the treatment is inserted on the handpiece.

Exclusively use the Mectron torque wrench
to fasten the insert to the handpiece.

/T\ WARNING: The patient must not come
into contact with the device body or the
foot pedal.

A WARNING: Do not change the Insert
while the handpiece is operating, to
prevent causing wounds to the operator.

A WARNING: Breakage and wear-out of
the inserts. High frequency oscillations and
wear-out may, in rare circumstances, lead
to the breakage of the insert.

Do not bend, change shape of,or
re-sharpen an insert in any way.

05.4 - >INSTRUCTIONS FOR USE

05 m> USE

Bending an insert or applying leverage on
it can lead to its breakage.

Deformed or otherwise damaged inserts
are susceptible to breakage during their
use.These inserts must never be used.
Excessive pressure on the inserts during
their use can lead to their breakage,

if an insert breaks, check that none of its
fragments remain in the treated part and,
at the same time, apply effective suction
to remove them.

The patient must be instructed to breathe
through his nose during the treatment,

or adental dam must be used to prevent
the patientfrom ingesting fragments of
broken inserts.

When the nitride coating wears out, the
cutting efficiency decreases; re-sharpening
the insert damages it and is therefore
forbidden. Check that the insert Is not
worn out. Use of aworn-out insert reduces
the cutting performance and can cause
necrosis of the bone surface treated.
During the intervention, frequently

check that the insert is intact, especially
its top.

During the intervention, avoid prolonged
contact with retractors or with metallic
instrumentation in use.

After having connected all the accessories as illustrated in Paragraph 04.3, proceed as follows;
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Open both the air socket on the flow
adjuster and the liquid passage;
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Tofill the irrigation circuit, use the PUMP
function by selecting PUMP/CLEAN on the ©
touch keyboard: all the other selection

options present on the display are disabled,

and the PUMP/CLEAN writing flashes;

While the PUMP/CLEAN wording is flashing,
press the foot pedal once and release it; ©
the PUMP/CLEAN stops flashing and the

irrigation circuit starts to fill up;

=

As soon as the peristaltic pump starts, the
entire scale of values ofthe "irrigation" ©
section lights up and during the liquid

passage, the value ofthe irrigation shifts

from 6to O;

The cycle can be interrupted as soon you see
liguid outflowing from the PIEZOSURGERY®
touch handpiece, by pressing PUMP/CLEAN
again or, alternatively, by pressing the foot
pedal.The PUMP function is disabled and
the keyboard is enabled again, and displays
the last setting used;

Screw the chosen insert onto the
PIEZOSURGERY® touch handpiece, until it ©
reaches the limit stop;

20
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05 f USE

Tighten the insert by using the Mectron
torque wrench;

To correctly use the Mectron torque wrench,
operate asfollows:

Put the insert inside the wrench as shown;

Firmly hold the central body of the
w handpiece;

(1) CAUTION;The handpiece must not be
grabbed by its terminal part and/or cord,
but only by its central body.

The handpiece must not be rotated, but
must be grasped firmly, and you must
only rotate the wrench.

Rotate the wrench clockwise until the
friction snaps (the external body of the
wrench rotates compared to the handpiece,
emitting mechanical "CLICK" sounds).

The insert is now perfectly tightened;

On the keyboard, select the type offunction
and irrigation necessary and the light, if
desired.

(X) CAUTION: Forthe correct setting
ofthe Function parameters with the
specific insert you wish to use, consult
the Chart annexed to this manual titled
"Appropriate settings for the inserts

on the PIEZOSURGERY® touch” or the
illustrative leaflet of the Mectron insert
you've purchased.
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05.5 >IMPORTANT INFORMATION ON THE INSERTS

A WARNING:

When the titanium nitride coating is
visibly worn out, the insert must be
replaced. Use of an overly worn out insert
reduces its cutting efficiency.

Diamond-coated inserts: the diamond
inserts must be replaced when the
titanium nitride coating is visibly worn
out and, at any rate, after a maximum of
10 treatments.

Do not activate the handpiece while
the insert is in contact with the treated
part, sothat the electronic circuit can
recognize the best point of resonance
ofthe insert and allow its optimal
performance.

Check the condition of wear ofthe insert
and that it is intact before and during
every use. Inthe eventthat adrop in
performance becomes apparent, proceed
to replace it.

Use original Mectron inserts only. Use

of non-original inserts, in addition to
voiding the warranty, damages the
threading of the PIEZOSURGERY®

touch handpiece, with the risk of no
longer being able to screw the original
inserts correctly during subsequent use.
Moreover, the device settings are tested
and guaranteed to operate correctly only
when original Mectron inserts are used.
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Do not change the shape ofthe insert in
any way by either bending or filing it.This
could cause it to break.

Do not use an insert that has suffered
any type of deformation.

Do not attemptto sharpen the insert
used.

Always check that the threaded parts
ofthe insert and ofthe handpiece are
perfectly clean - seethe Cleaning and
Sterilization Manual,

mlf excessive pressure is applied on the
insert, it can cause the insert to break
and possibly harm the patient.

mForinformation on how to correctly use
the inserts, consult the annexed sheet
"Appropriate settings for the inserts
on the PIEZOSURGERY® touch" or the
illustrative leaflet ofthe Mectron insert
you've purchased.

mBefore using the PIEZOSURGERY®

touch, make sure you have prepared the
operatory site by having first moved
away the soft tissues, to avoid damaging
them, it may happen that, while cutting
the bone, accidental contact of certain
parts ofthe insert with the soft tissues
inflicts small traumas.To minimize this
risk, use specific protective instruments.
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Device compliant to Dir. 93/42/CEE:
Classification as per EN 60601-1;

Device for intermittent operation;

Power supply voltage;
Max. power absorbed;
Fuses;

Operating frequency;

Power types;

Peristaltic pump capacity;

LED system of the handpiece;

Protections of the APC circuit;

Operating conditions;

Transport and storage conditions;

Peristaltic pump tube;

Weights and sizes;
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class Il a

|

Applied part type B (handpiece, insert)
IP 20 (device)

IP X8 (foot pedal)

60sec. ON - SOsec. OFF with irrigation
30sec. ON - 120sec. OFF without irrigation(ENDO,PERIO)

100-240 Vac 50/60 Hz
120 VA

Type5x20mm  T2AL, 250V

Automatic scan
Erom 24 KHz to 36 KHz

ENDO

PERIO
SPECIAL
CANCELLOUS
CORTICAL
IMPLANT

Adjustable on the touch screen:

ENDO / PERIO - 7flow levels: from 0 to 6
(from O to approximately 75ml/min)

SPECIAL / CANCELLOUS / CORTICAL / IMPLANT
6 capacity levels;from 1to 6

(from 8 to approximately 75ml/min)

Light function on AUTO: LED system of the handpiece
switches on as soon as the device starts to operate
and switches off 3 seconds after the foot pedal is
released

Light function on ON:The LED of the handpiece is
always on; after 100 seconds of foot pedal disuse it
switches off by itself and the light function moves into
position AUTO

Light Function on OFF;The LED of the handpiece is
always off.

No handpiece detected

Cord interruption

Insert not tightened correctly or broken
from +10°C to +40°C

Relative humidity from 30% to 75%
Pressure of air P: 800hPa/1060hPa

from -10°C to +70C
Relative humidity from 10% to 90%
Pressure of air P. 500hPa/1060hPa

It is advisable not to exceed 8 sterilization cycles
3,2Kg L-W-H 300 x250 x 95 mm



08 >TECHNICAL DATA

08.1 >ELECTROMAGNETIC COMPATIBILITY EN 60601-1-2

A  WARNING; Interference with

other equipment. Though compliant
with the standard IEC 60501-1-2, the
PIEZOSURGERY® touch may nonetheless
interfere with other devices nearby.
The PIEZOSURGERY® touch must not
be used near to or stacked on other
devices. However, if this were to prove
necessary,you must check and monitor
correct operation of the device in that
configuration.

A  WARNING: Portable and mobile radio
communication appliances may affect the
correct functioning ofthe device.

Guidance and manufacturei”s declaration - Electromagnetic emissions

A WARNING; Interference from other
equipment. An electrical scalpel or

other electro-surgical units nearthe
PIEZOSURGERY® touch device may interfere
with its correct operation.

A WARNING:The device requires specific
EMC precautions and must be installed
and activated in accordance with the EMC
information given in this paragraph.

The PIEZOSURGERY® touch is intended for use in the electromagnetic environment specified
below. The customer or user of the PIEZOSURGERY® touch should ensure that it is used in

such an environment.

Emissions test Compliance
RF emissions Group 1
C1SPRI11
RF emissions Class B
CISPRII
Harmonic emissions Class A
IEC 61000-3-2
Voltage fluctuations / Complies
flicker emissions
IEC 61000-3-3
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Electromagnetic environment - Guidance

The PIEZOSURGERY® touch only uses RF energy
for internal function. Therefore, its FR emissions
are very low and are not likely to cause any
interference with nearby electronic

equipment.

The PIEZOSURGERY® touch is suitable for
use in all establishments, including domestic

1 establishments and those directly connected to
the public low-voltage power supply network
that supplies buildings used for domestic
purposes.
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Guidance and manufacturer’s declaration - Electromagnetic immunity

The PIEZOSURGERY® touch is intended for use in the electromagnetic environment specified
below.The customer or user of the PIEZOSURGERY® touch should ensure that it is used in
such an environment.

Immunity Test level Compliance Electromagnetic
test IEC 60601 level environment - Guidance
Electrostatic +5 kV contact (The device continues Floors should be wood,
discharge (ESD) 8 KV air ito work regularly and  concrete or ceramic tiie.
iEC 61000-4-2 in safety if floors are covered with

synthetic material, the
relative humidity shouid
be at least 30%,

Electrical fast +2 kV for power supply The device continues Mains power quality
transient/burst lines i to work regularly and  should be that of a
IEC 61000-4-4 in safety typical commercial or
11 kVfor input/output hospital environment.
lines
Surge +1 kV differential j The device continues Mains power quality
IEC 61000-4-5 mode to work reguiariy and  should be that of a
in safety typical commercial or
1+2 kV common mode hospital environment.
Voitage dips, short |<S%UT(>9S%dip The device can vary Mains power quality
interruptions and  in Ut)for 0,S cycles from the required should be that of a
voitage variations levels of immunity typical commercial or
on power suppiy 40 % Ut (60 % dip with a duration of hospital environment.
input lines in Uj)for5 cycles :<5%/ >95% / 5sas
IEC 61000-4-11 long as the device
70 % Ut (30 % dip i remains in safety, no
in Ut) for 25 cycles malfunctions have
been dected and can
<5 % Ut be restored to
(>95 % dip in Ut) pre-test status with
for5s the intervention of

I the operator

Power frequency 3A/m I The device continues Power frequency

(s0s60 Hz) .to work regularly and  magnetic fields should
magnetic fieid I in safety be at levels characteristic
iEC 61000-4-8 of atypical location in a

commercial or hospital
environment.

N.B.: Utis the AC mains voltage prior to application ofthe test level.
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08 =4 TECHNICAL DATA

Guidance and manufacturer’sdeclaration - Electromagnetic immunity

The PIEZOSURGERY® touch is intended for use in the electromagnetic environment specified
below.

The customer or user of the PIEZOSURGERY® touch should ensure that it is used in such an
environment.

Immunity Test level Compliance Electromagnetic environment
test IEC 60601 level Guidance

Portable and mobile RF
communications equipment should
be used no closerto any part of the
device including cables, than the
recommended separation distance
calculated from the equation
applicable to the frequency of the
transmitter.

Conducted RF 3Veff The device Recommended separation distance
IEC 61000-4-6 from 150 kHz continues to d=12VP
to 80 MHz work regularly

Radiated RF 3Vim and in safety d =12 VP from 80 MHz to 800 MHz

IEC 61000-4-3 from 80 MHz d=23VPfrom 800 MHz to 2S GHz

to 2,5 GHz A )
where Pisthe maximum output

power rating of the transmitter

in watts (W) according to the
transmitter manufacturer and d
isthe recommended separation
distance in metres (m).

Field strengths from fixed RF
transmitters, as determined by an
electromagnetic site survey“, may be
less than the compliance level in each
frequency ranged

Interference may occur in the vicinity
of equipment marked with the
following symbol:

(W)

N.B.:

(D at 80 MHz and 800 MHz,the higherfrequency range applies.

(2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people.

a Feld strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land

mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically

with any reasonable accuracy. Toassess the electromagnetic environment due to fixed RFtransmitters, an

electromagnetic site survey should be considered. If the measured field strength in the location in which the

PIEZOSURGERY®touch is used exceeds the applicable R=compliance level given above, the PEZOSURGERY®touch

should be observed to verify normal operation. If abnormal performance is observed, additional measures may be

, such as re-orienting or relocating the PEZOSURGERY®touch.
Over the frequency range from 150 kHz to 80 MHz, field strengths should be less than s V/im.

o
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,Recommended separation distances between portable and mobile RF
C communications equipment and the PIEZOSURGERY® touch

The PIEZOSURGERY® touch is intended for use in an electromagnetic environment in which
radiated RFdisturbances are controlled.The customer or user ofthe PIEZOSURGERY®

touch can help prevent electromagnetic interference by maintaining a minimum distance
between portable and mobile FR communications equipment (transmitters) and the
PIEZOSURGERY® touch as recommended below, according to the maximum output power of
the communications equipment.

Rated maximum Separation distance according to the frequency of transmitter ‘m’

output power
of transmitter from 150 kHz to 80 MHz from 80 MHz to 800 MHz from 800 MHz to 2,

X d=12VP d=1,2vP d=23VP
0,01 0,12 0,12 0,23
01 0,38 0,38 0,73
1 12 12 23

10 3.8 3,8 73

100 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended

separation distance d in metres (m) can be calculated using the equation applicable to

the frequency of the transmitter, where Pisthe maximum output power rating of the

transmitter in watts (W) according to the transmitter manufacturer.

N.B.:

(D at 80 MHz and 800 MHz, the higher frequency range applies.

(2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people.
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09 «=>TROUBLESHOOTING

09.1 >DIAGNOSTIC SYSTEM AND SYMBOLS ON KEYBOARD

Il PIEZOSURGERY® touch is equipped with a diagnostic circuit that allows to detect operating
abnormalities and to view their type on the keyboard via their relative symbol. By using the
following chart, the user is guided toward the identification and possible solution of the

malfunction detected.

Possible cause
Handpiece cord contacts wet

PIEZOSURGERY® touch handpiece
not connected to device

/ Handpiece failure

Sync circuit malfunction

Insert not tightened correctly on
handpiece

Insert broken, worn-out or deformed

Handpiece cord contacts wet

Peristaltic pump malfunction

Silicon tubing not positioned
correctly inside the pump

The device has been turned off and

on again without waiting Sseconds

Abnormalities on electrical network
or excessive electrostatic discharges

or internal abnormalities

Turn-on procedure incorrect: the
device has been turned on with the
foot pedal pressed
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Solution

; Thoroughly dry the contacts with
; compressed air

i Connect the handpiece

Replace the handpiece

Contact an Authorized Mectron
Service Center

Unscrew the insert and correctly
screw it on again with the Mectron
torque wrench (see paragraph 05.4)

Replace the insert

; Thoroughly dry the contacts with

Check that there are no
impediments to pump rotation

i Correctly reposition the silicon
Itubing inside the pump
(see paragraph 04.3)

Turn device off and wait Sseconds
before turning it on again

; Turn device off and wait 5 seconds
I before turning it on again

Ifthe signal persists, contact an
Authorized Mectron Service Center

Check that the foot pedal is not
pressed. Ifthe problem persists,
disconnect the pedal and, if need
be, contact an Authorized Mectron
Service Center
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09.2 «> QUICK SOLUTION TO PROBLEMS

Problem Possible cause

! The electrical power cable
;terminal is badly inserted in the
rear plug of the device
The device does not turn
on after having brought
the switch into position

The electrical power cable is
defective

The fuses are out of order

wThe foot pedal plug is
The device ison I incorrectly inserted in the
but not working. The  * device socket
display does not signal

any error The foot pedal does not work
The device is on but See paragraph 09.1 for the
not working. One of possible cause, according

the following symbols  to the symbol that has been
appears on the screen:  displayed

/I r I A

The insert is not correctly

A slight whistling tightened on the handpiece

sound coming from the
PIEZOSURGERY® touch

handpiece is heard The irrigation circuit has not
during operation. been completely filled

30
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Solution

Check that the power supply
cable is firmly connected

Check that the power supply
socket works properly.

; Replace the electrical power
cable

Replace the fuses
(see paragraph 09,3)

Correctly insert the pedal plug
in the socket on the back of the
device

Contact an Authorized Mectron
Service Center

See paragraph 09.1 For the
action to undertake, according
to the symbol that has been
displayed

Unscrew and correctly screw the
insert again with the Mectron
torque wrench

(see paragraph 05.4)

Fill the irrigation circuit via the
PUMPfunction
(see paragraph 05.4)



Problem

No liquid outflows
from the insert during
operation

The device works properly
butthe pump strains/
stresses

The pump turns correctly,
but when it stops,
liguid outflows from the
handpiece

Insufficient
performance
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Possible cause

The insert type does not foresee
liguid passage

The insert is obstructed

The handpiece is obstructed

The irrigation level on the
screen is adjusted on "0"

The liquid bag is empty

' The air inlet of the flow

adjuster has not been opened

The silicon tubing are
incorrectly installed

Excessive pressure ofthe
impeller on the peristaltic
pump tube

The lid of the peristaltic pump
is not closed correctly

The insert is not correctly
tightened on the handpiece

Insert broken, worn-out, or
deformed

-4 TROUBLESHOOTING

Solution

Use an insert type with liquid
passage

Unscrew the insert from the
handpiece and free the insert
water passage by blowing
compressed through it.

ifthe problem persists, replace
the insert with a new one

Contact an Authorized Mectron
Service Center

Adjust the irrigation level

Replace the bag with afull one

Open the air inlet ofthe flow
adjuster

Check the connections
of silicon tubing

Check that the tube
insidethe peristaltic pump is
properly positioned

(See paragraph 04.3)

Check that the lid of the
peristaltic pump is perfectly
closed (See paragraph 04.3)

Unscrew and correctly screw the
insert again with the Mectron
torque wrench

Replace the insert with a new



PIEzosm

09.3 ®»REPLACEMENT OF THE FUSES

A  WARNING: Switch the device off.
Always turn the device off with the
main switch and disconnect it from
the electrical power socket before
performing the following intervention.

Apply leverage with aflat screwdriver,

inserting its tip in the seat of the fuse-
holder drawer located under the power
supply socket;

Pull out the fuse-holder drawer;

A  WARNING: Replace the fuses,
complying to the characteristics
indicated in Chapter 08 -TECHNICAL
DATA

Reinsert the drawer in its housing.
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Piezosurgery® touch
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Piezosurgery® touch........ccccoc i, .

M3 "~ NOAKNKOYEHWME AOMONHUNTENBHbLIX NMPUHALNEXHOCTEN
-1

3akpenuTe CTOIKY 151 (MKCALAN NAKETOB C MPPUTaLIOHHbIM

pacTBOpoOM B cneynasbHO npeaHasHa4eHHOM A1 3TOro

OTBEPCTUM.

BcTaBbTe B KOPMYC XECTKWIN (IMKCaTOp HAKOHEUHMKA.
MPNMEYAHMWE: nkcaTop HaKOHEYHMKA MOXHO YCTaHOBUTb
B 4 pa3/iMyHbIX MecTax: COOKy Crpasa, Crepeaw crnpasa, criepeap
cnesa, COOKy creBa.

Bo3bMUTE CUNIMKOHOBYH TPYGKY NEPUCTaNIbTUHECKOTO Hacoca U
BCTaBbTe €€ B Pa3beM CETEBOr0 LUHYpa HAKOHEUHMKA.

BcTaBbTe LUTEKEP CETEBOrO LUHYpa HAKOHEYHUKA MapKVPOBKOA :

BBEPX B Pa3beM Ha NepefHel NaHenn ynpasneHys annapara s
P1EZOSURGERY® touch.
1
¥

BcTaBbTe CUIMKOHOBYHO TPY6KY B NEPUCTaIbTUYECKNIA Hacoc,
BbIMO/MHWB CNeAyHoLLMe AeACTBUS:
- MONHOCTbLH) OTKPOWTE KPbILLKY HAcoca;
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Piezosurgery® touch

[na 3anonHeHna cUcTemMbl Nofaym MPPUTaLMOHHOro pacTeopa
Bocnonb3yintecb pyHkymnein "HACOC": Bbibepute QGyHKLMIO
"HACOC/YNCTKA" Ha CeHCOpHOI KnaBmaType: BCe OCTalbHble
napaMmeTpbl BbIGOpa Ha AUCNNee OTKAOYalOTCA, a coobleHne
"HACOC/YNCTKA" HaynHaeT murarb;

Moka ewe muraet coobweHmne "HACOC/HNCTKA", HaXXmuTe
OfMH pa3 HOXHYI nefanb uotnyctute ee. CoobuieHune
"HACOC/UNCTKA" nepecTtaHeT MuUraTb, U Ha4HeT
3aN0NHATLCA KOHTYP CUCTEMbI OpPOLIEHUSA.

Cpasy nocne T0ro, Kak 3anycTUTCA MepucTanbTUUYECKUI Hacoc,
3aropaeTcs BCH LW Kafa 3Ha4YeHUA KONOHKK "opoweHusa"”, u B
npouecce LUPKYNALUN XUAKOCTUN MPOMCXOANT CMEHA 3HAYEH W
opoweHunsa oT 60 O.

Kak TONbKO XXWAKOCTb HAYHET BbITEKATb M3 HAKOHEYHUKA
PIEZOSURGERY® touch, Bbl MOXXeTe npepBaThb LMUKA,
NoBTOPHO HaxaB KHoNKy "HACOC/UYNCTKA" unun xe nytem
HaXaTua HoXHol negann. ®yHkuma HACOC oTknw4vaeTcs, u
MOBTOPHO BK/IIOYaeTCHA KflaBnatypa, Ha KOTOPO oTobpaxkak Tcs
BCe MocnefHWe UCNONb30BaHHbIE HACTPOKN.

3aukcupyiiTe BblOpaHHY HacagKy Ha HaKOHEYHUKeE
PIEZOSURGERY® touch, gna yero He06X04MMO BBUHTUTL €e B
HaKOHEYHWK A0 ynopa.
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YAOCTOBCPHTECA, WTO S1NAPAT HCNONL3YETCS B COOTRETCTaYOME cpeae.
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MBKCHMANLHOR BHIXOAHOR MOHOCTHIO CPEACTB CBA3H.
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MepeBoA AAHHOIO TEKCT A C aHINIMNCKOro U UTaNbAHCKOIO A3blKa Ha PYCCKUI A3bIK caenaH
MHA:", nepeBogyL KoM J'gnabgi”™Boint AneHoii CepreeBHOMN.

[Topoa Mocksa.

ABaguaThb LWeCcTOoro AsHBaps Ase ThiCAYM LWWecTHaauaToro roga.

A, AnexuH EBreHuin Bnagumuposuy, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBY{

NOANIMHHOCT b MOANUCK, CAeNaHHON nepeBoAgYMKOM TonaHuesBol AneHoit CepreeBHON B Moe
NPUCYTCTBUN. ANYHOCTb €ro ycTaHOB/EHA.

3aperucTpuposaHo BpeecTpe3a LW/-/0

B3bickaHo no Tapugy: 300 py6., B T. u. 200 p. MTP

Bcero npowHypoBaHo,

MPOHYMEPOBAHO U CKPeneHo
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Carefully read this manual before proceeding
with the cleaning and steriliiation operations,
and always keep it within reach,

IMPORTANT to prevent harm to persons

or damages to objects, read all the "*Safety
precautions'*present in the manual with
special care. Depending on their degree

of seriousness, the safety precautions are
dasiified with the following indications:

zTi WARNING
(always refers to personal injury)

® CAUTION
(refers to possible damage to property)

1ne purpose of this manual is to make

the operator knowledgeable of the safety
precautions, the installation procedures.

5i'd the irisiructions for acorrect use and
maintenance of the device and its accessories
Use of this manual for purposes other than
those strictly tied to cleaning and stcrilication
of the device is forbidden.

The information and illustrations in this
manudi are updated as of the date of issue
reported on the last page

MeUron is committed to continuously
update its products with possible
modifications to device components

In caste you uncover discrepancies between
what described in this manual and the device
in your possession, contact your Ret,ailer or the
«Afte’-Saics Service of Mettron for claripr.ation
and support.

Li.mitations on the number of cleaning and
sterilization cycles; Cleaning and sterilization
cycles repeated over time have minimum
effects on the instrurnerits examined in this
Manual. The life expectancy of the products is
usually determined by their consumption and
by damages caused from their use '

cis WARNING: The operators who perform
the cleaning and sterilization operations
must be adequately protected and trained

WARNING: Infections control.
First use: All new and repaired accessories
are supplied in NON STERILE conditions.
Before use. and after each treatment.they
must be cleaned and sterilised in stnet
compliance with the instructions given m
the Cleaning and Sterilization Manual

01  INTRODUCTION

Subsequent uses: After every treatment,
clean and sterilize ail the reusable parts
and accessories, following the instructions
provided in the Cleaning and Sterilization
Manual.

T\ WARNING: ibe cleaning processes
must be commenced immediately after
each use. Do not allow that contaminated
instruments dry up before starting

the cleaning and sterilization process.
Toeliminate organic remains such as
blood, bone, and other, use an enzymatic
deteigent with neutral pH (pH?),
immediately after use,

(J) CAUTION: Do not use metallic brushes
or abrasive sponges during the cleaning
process«. bei.ause they damage the
surfaces trf Noet»e»tea parts and the
finishes of the inserts. Oniy use brushes
with soft nylon bristles,

(J) CAUTION; The detergent solution must
be completely removed from the treated
parts to prevent accumulation of chemical
residues.

(D CAUTION: During cleaning procedures
only use detergents with pH &9 .

(4) CAUTION: Ifyou intend to disinfect,

we recommend that you use water-based
disinfectant solutions ivith a neutral pH
(pH 7), Alcohol based disinfectant solutions
and hydrogen peroxide are contra-
indicated, because they can fade the color
and/or damage the plastic materials. This
also holds true for chemical products such
as acetone and alcohol. Always rinse with
sterile water to preserve the disinfection.

Zhi WARNING; Do not use tap water, unless
where explicitly indicated.

A. WARNING: Reusable accessories that
must be forwarded to an Authorized
Mectron Service Center, All the parts must
be cleaned and sterilized in accordance to
the procedures described in this Manual,
before they are sent to an Authorized
Mectron Service Center

incorrectly treated and bio-contaminated
parts will not be accepted by the
Aut.norized Mectron Service Centers.



1he CIFAN function allows to run a cleaning cycle on the irrigation circuit of the handoiece(s)
used during the treatment, by following the steps described in this chapter.

© CAUTION: Clean function. The CLEAN
functiorr must be used after every
treatment, before starting the cleaning and
steriliiation procedures.

Close the flow of tne adjuster;

Disconnect the flow adjuster from the
irrigation bag and from the peristalt c pumo
tube or from the tube of the bone g-afting
kit. if used.

Dispose o' the flow adjuster correctly,
following the norms in force locally on the
disposal of hospital wastes:

Prepare an enzymatic detergent solution
w Ui pH 6-9, as per the instructions of the
manufacturer;

iemerge the end part of the pe'islaltk
pump tube or the tube ot the bene grafting
kit, if used, in a container containing the
enzymatic detergent solution prepared,
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©CAUTION: Ifthe tubes are not cleaned,
the crystallization of the salts may seriously
damage the device.

© CAUTION: The handpiece and the cord
cannot be separated,

'Sirt

1* I/\

GLEAN FUNCTION

Position the handpiece, with or without
insert, above a container to contain the
liquid that will outflow during the cleaning

cycle;

Toenter the cleaning mode, select PUMP/
CLEAN on the keyboard all the other
selection optio-ns present on the display
are disabled, and the PUMP."CLLAN writing
flashes;

PLEASE NOTE Vou car exit the cleaning
mode by pressing on PUMP/CLEAN again

or. alternatively, by waiting for at least 15
seconds. The CLEANfunction is disabled and
the keyboard is enabled again, and displays
the last setting used.

To make the CLEANtunctior start while the
PUVMP/CLEAN writing is flashing, press the

foot pedal once and reiease it: PUMP/CLEAN
stops flashing and the cleaning cycle starts,

PLEASE NOTEThe Clean function can be
irrterrupteiJ at any time by pressing the
PUMP/CLEAN writing again or, alternatively,
by pressing on foot pedal. The keyboard is
enabled again, and displays the last setting
used:

As soon as the peristaltic pump starts, the
entire scale of values of the“iiTigat!on"
section lights up and during the liquid
passage, the value of the irrigation shifts
from6a0 Ihe cycle lasts 20 seconds. Once
it has ended, the keyboard is enabled again,
ano displays t' e last setting used;



M

To perfornt a Cleaning cycle of every
handpiece, tube, or connector used during
the same treatment, repeat the operaHans
desuibed above, from oomt 6 ornvard.

IMPORTANT After the dsaning eyrie With
the enjymatic detergent solution, perform
anew deaning cyde with distilled water to
remove detergent residues.

10

you have finished deaning the irrigation dremt, move or. to tne cieaning and sterilization
or che indiViduai parts jsee Chapter 03 CiF.ANIK=G AND STeRiUZATION)

03 =>PI5A55EMBLY OF PARTS FOR CLEANING
AND STERILIZATION

mxiat 8 Of to the cleaning procedures described in Chapter 05 - CitANING AND
jifRIUtATION. disconnect all the accessories and components of the PIEZOSURGERY®

A  WARNING: Switch the device off, 1
Always turr! the device off via the switch.

and disconnect the power supply cable

from the power outlet and from the Off
device body, before performing the e —

deaning and sterilization interventions

|
¢iii WARNING: Supplementary ' X
grounding cable. If present, disconnect
the suppie.mentary groundirrg c.abie
before you perfor m the deaning and
sterifizahon tnierventiorts-
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5if

of DISASSEIVBDY'
Remove the handpiece fixed holder and the

irrigation bag support rod from the device
body:

Qisconnett the foot pedal from the device:
Grab the connector of the foot pedal, press
the release flap, and puil the connector
bade,

(T) CAUTION; Do not attempt to unscre'w
or turn the connector during the
disconnection: the connector could get
damaged.

(D CAUTION; When disconnecting the
foot pedal, always and only hold the
connector of the cord. Never actually pull
Oft the cord itseif.

4 Oisconriect the handpiece from the device,

(J) CAUTION; To avoid damaging the
handpiece, disconnect it by always
holding onto the co.nnector only. Never
pull the cord.

(X) CAUTION: Do not attempt to
unscrew or turrt the connector when
disconnecting the handpiece.

The connector could get damaged.

(>9CAUTiON; The handpiece a.nd cord
cannot be separated.



MITZOSURAT RV touch 04  NATERALSSWASHE EWTH UOCRASOUNDS ANDYOR STERUZAE E

Cornpietely open the peristaitir pump and 5 Remove the protective foil from the
rernove the peristaltic pump tube or the keyboard.

tube of the bone gra't.ug kit iif present). . t

Cidse the pump again. I

f M _ n
Disconnect the perist.sitic pump tube frum
- 6
the connector of the handpiece.
REFERENCE CHART FOR MATERIALS
WASHABLE WITH ULTRASOUNDS AND/OR
MATERIALS THAT CAN BE STERILIZED
This chart serves merely as a quick reference. Forthe complete cleaning ar"d sterilitation
procedures of the irrdividual parts, refer to the paragraphs indicated in the chart.
Sterillutlon
if the bone grafting Kr  been uied, withsteim Reference
di”ronnect the tube'tD-tube connector from
the pehstaitic punp tune atid from the tube
of tr?e bore giapfting kit, Device body NO NO Paragraph 05.1
3 Foot pecal NO NO Paragraph 05 2
Handpiece NO YES Paragraph 05.3
if present, unscrew the insert trot* the
nardpiea* by using the torque wrench,
ti" Inserts YES YES Paragraph 05.4
lorque wrench YES AV=) Paragraph CS5
Peristaltic pump NO B Paragraph 05.6
tube
Unsc'cw the trci@carie of the handpiece;
Tube to-tube s YES Paragraph 05.7

o connector
NO1E on the cone with i ED Ngrrt the nrelat

ring canr-ot be separated from i*'ccor”s in

: irrigation bag support
plastic.

rod arid handpiece NO YES Paragraph 05.8
fixed support

Handpiece mobile NO YBS Paragraph 05.9
support
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CLEANING AND STERILIZATION
051  CLEANING OF THE DEMICE BODY

PREPARATION

- Make sure that all the following accessories
have been removed-disconnected from the

device booy {see Chapter 03);

« electrical power supply cable

« foot pedal

« peristaltic pump tube

« handpiece

« handpiece fixed support

« i-rrigation bag support rod

« protective foil

« supplementary grounding connector
(rf present)

MATERIALS NECESSARY
Clean, soft cloths with low
fiber-release

- Detergent solution (pH 6-9) and. if need be.
non-aggressive disinfectant solution with
neutral pH "pHTj

ZI1 WARNING; Do not sterilize the device
body: it could stop working and cause
harm to person and/or damages to things.

/ti WARNING: Always turn the device off
via the switch and disconnect it from the
electrical network before performing the
cleaning and disirifection interventions.

AS WARNING: The device is not protected
against penetration of liquids. Do not spray
liquids directly onto the surface of the
device.

Q) CAUTION: We recommend that you use
water-based disinfectant solutions with
neutral pH (pH7). Alcohol-based disinfectant
solutions and hydrogen peroxide are contra-
indicated, because they can fade the color
and/ordamage the plastic materials. This
also holds true for chemical products such
as acetone and alcohol.

CLEANING AND DISINFECTION METHOD - Device body

Clean the surface -of the device with a clean,
soft cloth with low fiber-release, dampened
with a detergent solution (pH 6-9} and, if
need be, disinfect with a non-aggressive
disinfectant solution with neutral pH (pH?),
following the instructions provided by the
manufacturer of the solution.

Dry the device b-odywith a clean, non
abrasive cloth with low fiber-release.
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05 >CLEANING AND STERILIZATION
05,2 >CLEANING OF THE FOOT PEDAL

PREPARATION

mDisconnect, the foot pedal from the device
body (see Chapter 03)

MATERIALS NECESSARY
- clean, soft cloths with low fiber-release

- Detergent solution (pH 6-9) and, if need be,
non-aggressive disinfectant solution with
neutral pH (pH7|

© CAUTION: Do not sterilize the foot
pedal in autoclave, it would stop working.

© CAUTION; Do not clean the foot pedal
under running tap water.

© CAUTION: Do not immerge the foot
pedal in liquids and/or solutions of various
nature.

© CAUTION: We recommend that you
use water-based disinfectant solutions
with neutral pH (pH7) Alcohol-based
disinfectant solutions and hydrogen
peroxide are contra-indicated, because
they can fade the color and/or damage the
plastic materials. This also holds true for
chemical products such as acetone and
alcohol.

CLEANING AND DISINFECTION METHOD - Foot pedal

.

N

Clean the surface of the foot pedal with
adean, soft cloth with low fiber-release,
dampened with a detergent solution

(pH 5-9) and, if need be, disinfect with a
non-aggressive disinfectant solution wdh
neutral pH (pMy), following the instructions
provided by the manufacturer of the
solution.

Dry the foot pcdal with a clean,
non-abrasive cloth wTh low fiber-release



P iezosurgery wHu

05.3 4 CLEANING AND STERILIZATION OF THE HANDPIECE

PREPARATION

Perform the CLEAN fimction
{see Chapter 02)

Disconnea the handpiece from the device
body (see Chapter 03)

Disconnect the peristaltic pump
tube from the connector of the handpiece
(see Chapter 03)

- if present, disconnect the insert from the
handpiece with the torque wrench (see
Chapter 03}

Unscrew the front terminal

MATERIALS NECESSARY

- Detergent solution (pH 6-9) and, if need be,
non-aggressive disinfectant solution with
neutral pH (pH7)

Enzymatic detergent with pH6-9
Water
Cor/Mainerfor solution with enzymatic
liquid
« Clean, soft cloths with low hber-release
Brush with soft nyion bristles
mDistilled water
Compressed air
Single use sterilization packets
mStecim sterilization

CD CAUTION,; The handpiece and the cord
cannot be separated.

CDCAUTION: Disconnect the handpiece
from the device exclusively acting on the
connector

CD CAUTION; Eio not immetge the
handpiece in disinfectant soliitlens
or other liquids, because it could get
damaged.

CDCAUTION: Do not immerge the
handpiece in an ultrasonic tank.

(DCAUTION; Ifyou intend to disinfect,

we recommend that you use water-based
disinfectant solutions with a neutral pH
(pH7). Alcohol-based disinfectant solutions
ami hydrogen peroxide are contra-
mdkjted. betause they can fade the color
and/or damage the plastic materials.This
also holds true for chemical products such
as acetone and alcohol. Always rirrse with
sterile water to preserve the disinfection

©CAUTION: Once used, correctly dispose
of the enzymatic detergent solution, do
not recycle.

CLEANING AND DISINFECTION METHOD - Handpiece with cord

Prepare anenzymatic' detergent solution
with pH 6-9. as pe” the instructions of the
manufacturer;

S — Xeici<
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CLEANING AND STERILIZATION

Clean the surface of the handpiece and of
its cord with a clean, soft cloth with low
fber-release, dampened with a detergent
solution (pH 6 9) and, if need be. disinfect
with a non-aggressive disinfectant solution
with neutral pH (pH7),following the
instructions provided by the manufacturer
of the solution;

Delicately dean the surface of the
handpiece using the enzymatic detergent
solution with the aid of a brush with soft
nylon bristles, placing special care to the
following areas:

mthreading of trie handpiece
titanium stem

front terminal in its external and internal
parts

Accurately rinse with tap water to eliminate
any detergent residues and perform the last
rinse with distilled water;

Thoroughly dry all the parts, especially
the electrical contacts, blowing on them
with compressed aii;



05 fCLEANING AND STERILIZATION
Onceyou'vt finiihed the cleaning 05.4  CLEANING AND STERILIZATION OF THE INSERTS

operations, check ail the objects under an
adequate sou.'ce of iight, paying attention

to the details that could conceal din PREPARATION

residues (threading, cavities, grooves) .and, - Disconnect the insert from the handpiece (D CAUTION: Always disconnect the insert

if need be, repeat the cleaning cycle. Finally, with tne torque wrench (see Chapter 03) from the handpiece before proceeding to

check the integrity of those pans and Y its cleaning and sterilization.

elements that may have worn out during

their use;

’ MATERIALS NECESSARY

Individually seal the handpiece (without ) \Iir/;?;rrnatlc detergent with pr©-S EJDeOroin dl«l Otfl y‘IoEIi)r:iggslee %Eofgeectlthe

g;sgl(’:g éfi(;][fjsgz)(;f;(:;]tsttslr::}ri‘lgglo:]nCs)llgglse-use mContainer tor immersion in enzymatic inserts, do not use hydrogen peroxide, but
) solution only disinfectants with neutral pH (pH?);

Proceed with the sterilization. . - -
always rinse with sterile water to preserve

the disinfection.

DcauTion: Once used, correctly dispose
- Ultrasound tank of the enzymatic detergent solution, do

- Distilled water not recycle.

- Single-use sterilization packets

- Steam sterilization

Brush with soft nylon bristles
mCompressed air

aal! . .
STERILIZATION METHOD - Handpiece with cord - Syringe
The he_indplece Wlt'h cord is bu_llt with ® CAUTION: Do not sterilize the
materials that resist to a maximum handpiece with the insert screwed onto it.
w T temperature of 135"Cfor a maximum time of '
20 minutes- ¢ii WASNINC; ChetHng tnfeittom Parts CLEANING AND DISINFECTION METHOD - Inserts
The sterilization process in steam autoclave that can h# yterjliaed Diligently retrieve - )
must be performed setting the parameters ail residuei of orfanic dSrt before the Prepare an enzymatic’ detergent solution
mdicated below, which are validated by sterilization. = with Ff’H 5-9. as per the instructions of the
Mectron and reach the sterilization safety (D CAUTION; Perform the sterilization manufacturer;
K levels (SAL FO using a water steam autoclave only. Do not
& m3times Pre-vacuum use any other sterilization procedure (dry
(minimum pressure 60 mSar). heat, irradiation, ethylene oxide, gas. low
- Sterilizatioi' temperature 132'C temperature plasma, etc.).
(interval 0"C -13°C). CD CAUTION; Do not exceed the allowed
Sterilization tinie 4 minutes. load of the steam sterilizer.
Minimum drying time 20 minutes, (cAuTION: At the end of the steriliza
All the sterilization phases must be performed tion cycle, let the handpiece cool down Place the insert horizontaliy in a clean
by the operator in ngrnpijancs to the norms completely prior to using it. container, and add a quantity of enzymatic
Uv FN 1SO17665--1:2007, UNI EN 10 detergent solution sufficient to completely
556-1:2002 e ANSI/AAMI ST 46:2002. cover the insert:

(D QLHHVIT e el 1£1A4 cofltacis Of the

handpiece cord connector must bf dry

Af the end of the slerihiatian cycle and

before amnertmyg ttit coni to the iie«ke. . PR
mate sure that the eiemical contacti and %—Pﬁ@u%ﬁrﬁwm
the ranrtectof are petfetiy dry, if need be. ’

dry them by blowing compressed ait
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Leave to soak for 10 minutes at 40'C.This
procedure reduces the quantity of blood,
protein, and mucous present in the insert.

During immersion into the enzymatic
solution, delicately brush the surface of
the insert with a brush with soft nylon
bristles to eliminate all traces of visibie dirt.
Accurzitely dean the difficult areas sucli as
sharp edges and especially the interstices
between the cutting cusps

Delicately brush the surface of the insert
under tap water with the brush with soft
nylon bristles,-

With a syringe, inject the enzymatic
detergent solution three times from inside
the cavity of the Insert to effectively remove
the residues from the internal surface;

Rinse the cavity of the insert with distilled
water injected under pressure (3.8 bar) for
at least 10 seconds to eliminate all residues
of detergent;
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CLEANING AND STERILIZATION

Place the insert in the ultrasoynd tank
submerged by the enzymatic deleigenr
solution at 40“C. for at least 10 rninutes,

Remove tne insert from the ultrasonic tans
and hnse with distilled w.ater:

Delicately brush the surface of the insert
again with the bru.sh with soft nylon
bristlesi

Rinse the i.ntemal canal of the insert

with distiiled water injected under pressure
(3.8 bar) for at least 10 seconds to eliminate
all residues;

Once you've finished the cieanmg
operations, check ail the inserts under an
adequate source of light, paying atteritior
to the details that could conceal dirt
resiaues ithreading, cavities.grooves} and. if
need be, repeat the cleaning cycle,
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(J) CAUTTON: Before starting the
sterilization cyde, make sure that the
insert is thoroughly dry, both externally
and internally, tor this purpose, blow
compressed air botti externally and
through the internal thru hole; this will
prevent the onset of stains and haloes
on the surface or rust inside the insert.

Individuaily seal the inserts in single-use
sterilization packets.
Sterilize the inserts in a steam autoclave.

STERILIZATION METHOD - Inserts

The sterilization process in steam autoclave
must be perfor.med setting the parameters
indicateo below, which are v-alidated by
Mectrorr and reach the sterilization safety
levels (SAL It)“}:
- 3times Pre-vacuum

(rninimum pressu.re 60 mBar).

Sterilization temperature 132‘C
(interval 0"'C ~ -i-3*CT

Sterilization time 4 minutes.
Minimum drying time 20 minutes.

Al the sterilization phases must be performed

by the operator in compliance to the .norms
UNi BN 1SO17665-T2007, UN! AN ISO
556-T2002 e ANSI/AAMI ST 46:2002
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“sti~e

(3) CAUTI0II-, Do pist sterilize the insert
screwed twto the h«r*dpiere

WAKNTNCIiChwikirsgtrjfeitioflt mParts
thattan be stwifijed mWiigentiy «<move

residues aforgaaltdirt before the
rteriliiatten

Q) CMfTIOiil; Pefferm the stefBiation
using awafer steam autoclave orsly Do r«ji
use any other sietilitafio« pnxedure {dry
heat, irradrat««, ethylene oxrde. gas, iow
tempetatwre plasma, etc,J.

© CAUTio MjOp not exceed the allowed
load ofthe steam sterfflier

05

CLEANING AND STERIUZNON

05.5 >CLEANING AND STERILIZATION OF THE TORQUE WRENCH

PREPARATION

Tzike the wrench

MATERIALS NECESSARY
Enzymatic detergent with pH 6-9
- Water

- Container tor the i.Timersion in the
enzymatic solution

- Brush with soft nylon bristles

- Oistilled water

- Ultrasound tank

- Clean and soft cioth with low fiber release
.Medical degree lubricant

- Single-use sterilization packets

- Steam sterilization

(J) cAUTION; Do not use hydrogen
peroxide. Ifyou intend to disinfect the
wrench, do not use hydrogen peroxide, but
only disinfectants with neutral pH ipH?);
always rinse with sterile water to preserve
the disinfection.

© CAUTION; Once used, correctly dispose
of the enzymatic detergent solution, do
not recycle.

CLEANING AND DISINFECTION METHOD - Torque wrench

Faoc
§

J

Prepare an enzymatic* detergent solution
with pH 6-9, as per the instructions of the
manufacture!:

Put the wrench to soak in the enzymatic
detergent solution for 10 minutes at 4i)’C.

‘ AU WIr

19
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During immersion inthe en/yrr.alic
solution, dc'liciteiy hrush the surface or the
wrench wah Norusb with soft nylon bristles
toeiU'ninate .ill traces of visible both in
the internal part and the externai one;

Delicately brush the surface ot the wrench
with a brush with soft riylon bristles under
tap water;

Rinse the wrench with distilled water unlil
it ISclearly visible that the contaminants
have all been removed,

Piace the insert in the ultrasound tank
submerged by the enzymatic detergent
solutiori at 40 C for at "east 10 minutes.

Rinse with tap water to elimmate all
residues.
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05 ; 1 CLEANING AND STERILIZATION

9

Deiifotely brush the surface of the wrench
with 3 brush with soft nylorr bristles using
distilled water;

Dry the wrencn with a soft cloth
with iow fiber-release:

..ubricate with medical degree luhricant in
the indicated poirrt.

(T)CAUTIONrdo not use lubricarrts
based on oil or silicon.

Once you've finished the cleaning
operations, chec« the wrench under an
adequate source of light, payirig attention
to the details that could conceal dirt
residues {cavities, grooves) and, if need be.
repeat the cleaning cycle,

Seal the wrench :iidividually m a single-use
sterilization packet
Sterilize the wrench in a steam autoclave.
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STERILIZATfON METHOD - Torque wrench

The 5t8riil2ation proceii in stesrn autoclave
must be performed setting the parameters
indicated below, which are validated by
Mectfon and reach the aterHication safety
levels fSAL i0 °}
- 3tirnes Pre-vacuum

(minimum pressure 60 mBar).
- Steriliration temperature 132“C

(intervai OX  -t-BX).
« Sterilization time 4 minutes.
- Minimum drying time 10 .mmutes.
All the sterilization phases must be performed
by the operator in compliance to the norms
UN! EN ISO 17665 ! 2007, UNI EN ISO
5S6-1-.2002 e ANSI,r4A/N1! ST 46:2002.

05.6 -4 CLEANING AND STERILIZATION
OF THE PERISTALTIC PUMP TUBES

PREPARATION

Peiform the CLEAN function
(see Chapter 02)

mRemove the tube from the pump
(see Ch.aptei 03}

A WA*NIhtS5Ck«clltt.g infections - Parts
that can be sterilized mSirigentiy remove
ail residues of organic dirt M the
sterilization.

(D CAUTKWcPc'fcum ihe «eritlratiftn
usmg awriter steanj sutcitiave or%DorndH
use anv tdhmr »tei-ilriation procirsu'e jdry
f'fst Nr3d-"3t»sn, ethylf»ne u«ide. gas, low
fernpeatare plasirs, etc,!

cl-* CAUDOfM. dc not esiceerj the aiinweij
lo»c ot the jfeam

Disconnect the tube from the connector of
the handpiece (see Chapter 03). If the bone
grafting kit is used.disco.nnect the tube-to
tube connector from both tubes

MATERIALS NECESSARY

- Enzymatic detergent with pH 6-9 (T) CAUFfIOhi- D3not Mie hydrogen
- Watter o«w*ide, !If yai. intend t« d:sittf«* ;ne
IContaine_rfor thg immersion in the toti«*,do not use cydrogeb perazrae, uul
enzymatic solution oniydffi ri/wiarti witr. freLit'al pH jpHI);
mDistilled water always rinse -.v.'U sTenii* wale» to ptewnm
tne ci,hmimjtiett,

(D CAUTION; Once used, correctly dispose
of the er.Zy detergent solution, do
not recvcie.

- Single-use sterilization .packets
- Stearr. steriilzation

CLEANING AND DISINFECTION METHOD - Peristaltic pump tubes

Prepare an enzymatic detergent solution
witli pH 6-9, as per the instructions of the
manufacturer:
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Cy4:

CLEANING AND STERILIZATIO?

immerge the peristaltic pump tube in the
enzymatic detergent solution prepared.

Rinse with abundant distilled water and
accurate!)' dry it,

Once you've finished the cleaning
operations, check the tube under an
adequate source of tight, paying attention
for dirt residues and, if need be. repeat the
cieaning cycle;

Seal the tube individu;jlly in a single use
sterilization p.acket
Sterilize the tube in tire steam autoclave

23
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STERILIZATION METHOD - Peristaltic pump tubes

lhe sterilization p<ocess in -.team autociave
must he perfo'-ned scttmg tH; parameters
indicated below, which are validated by
mM Mectron and ’each the sterilization safety
‘evels fSAI 10 9:
NOOE 1 - i times fre vacuurn
m (minimum pressure 60 mbar)
- Sterilization te"'npKialjre t32'C
(interval 0“C- +3°’A
- Sterilization time 4 minutes.
- Minimum drying time 20 minutes.

All the steriiizatior. phases must be performed
by tfie operator in coiTiphaticf to the norrms
UNI IS 1ISOT266.>T201)7, JNI BNiSO

S56-1 2002 e ANhi/AAM ST 46-2002..

d\ WARNING; Checking infections Parts 10mn 140

that can be sterilized Diligently remove
all residues of organic dirt before the
sterilization,

(T) CAUTION: Perform the sterilization
using a water steam autoclave only. Do not
use any other sterilization procedure (dry
heat, irradiation, ethylene oxide, gas, low
temperature plasma, etc.).

(T) CAUTION; Do not exceed the allowed
load of the steam sterilizer.

05.7 ;1 CLEANING AND STERILIZATION OF THE TUBE-TO-TUBE

CONNECTOR (Optional)
PREPARATION

ifyou've used the bone grafting kit. perform
the CLEAN functfo.n with the tube to-tube
connector inserted between the peristaltic
pump tube and the bone grafting K* lube

(see Chapter 02)

MATERIALS NECESSARY
Enzymatii detergent Wth pH b9
Water

- Ultrasonic corrtamer

- Brush with sott nylon bristles
Distilled water
Compressed lii
Single-use sterllizarion oatkets
Steam sterilization

Disconnect the tube-to-tube connector from
the two tubes (see Chapter 03)

©CAUTION; Do not use hydrogen
peroxide, if you intend to disinfect the
connector, do not use hydrogen peroxide,
but only disinfectants with neutral pH
(pH7); always rinse with sterile water to
preserve the disinfection

© CAUMON: Once used, cartecily drspose
of trseenfytTiatk’ deir”~em stlluiion, do
not recycle.

CLEANING AND DISINFECTION METHOD - Tube-to-tube connector

Prepare an enzymatic deiergent solution
With pH 6-9, as pp’ the tristruct;oi)S of the
m.mufarturer
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05 ) CLEANING AND STERILIZATION

Place the connector m the ultrasound tank
submerged by the enzyrriatic detergent
solution at 40°C for at least '0 minutes.

Remove the connector from the ultrasonic
tank, brush it with the brush with soft nylon
bristles, and rinse it with distilled water to
eliminate ai! residues of detergent:

Accurately rinse externally and internally,
blowing compressed ait onto it;

Once you've finished the cleaning
oper.ations, check the connector under an
adequate source of light, paying attention
for dirt residues and, if need be, repeat the
cleaning cycle;

Individuaity se:jl the connector in a single-
use sterilization packet.
Sterilize the connector in the steam

autoclave



PiEZOSURG touch

STERILIZATION METHOD - Tube-to-tube connector

The steriiir.~ticn process in steam aotoclave
must be perforined setting the parameters
indicated below, which are validated by
Mectron and reach the stcriiization safety
levels (SAL10
- i times Pre-vacuum

(miniinum pressure 60 mBarj,
- Sieriiitation temperatiire 132°C

(interval OC eJ'Cf
- SteHization time 4 minutes
- Mmimurri drying time 10 rninutes.

All the sterilization phases must be performed
by the operator in compliance to the norms
UNI EN 1SO 17665-\2007, UN! PN ISO

556-1 2002 e ANSI/AAMI ST 46:2002,

A WARNINCfi Cheeliittg infecttons - Parti
that tan be iterilited «Ottlgentiy remove
ail tesitluei of organic tiirt before the
iterflliatkm.

(D CAUTION: Perform the srerHitation
tuing a water steam airttKitave only. Do not
«se any other stefilijalitw firocedute (dry
heat, irradiation, ethylene oxide, gat, iow
tem pcfiture pU<um. eti.|,

CO CAUTION: Oo not exceed the allowed
tead of the steam «cr(l«et

05.8 ) CLEANING AND STERILIZATION OF THE IRRIGATION BAG
SUPPORT ROD AND OF THE HANDPIECE FIXED SUPPORT

PREPARATION

- Disconnect the irrigation bag support rod
from the device body

MATERIALS NECESSARY
- Enzymatic detergent with pH 6-9
Container for solution with enzymatic jjquid

Clean and soh cloth with low
fiber-release

mDistilled water
Single-use sterilization packets
mStea-m sterilization

CLEANING AND DISINFECTION METHOD

Disconnect the fixed support of the
handpiece from the device body

()Q CAUTION; Once used, correctly dispose
of the enzymatic detergent solution, do
not recycle.

Irrigation bag support rod and handpiece fixed support

Prepare an enzymatic detergerr? solution
wifh 9, ii pe. the mvtfuctlens of the
mnlﬂggc?urer P
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Once you've finished the cleaning
operations, check the supports under an
adequate source of light, paying attention
for di."t residues and, if .need be, repeat the
cleaning cycle;

individually sea! the rod and the handpiece
suppo.rt in separate single-use sterilization
packets. Sterilize msteam autoclave;



*
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STERLIZATION METHOD
Irrigation bag support rod and handpiece fixed support

Th? iterilii~lion process ff; sttvim autoclave ) . . .
Tiust be performed setting the parameters _WAINING; CHesldng irtfertiisns - Pairtt
inriitated below, wnicn are validated by tbit oin b*steriitred ~ Dirigcntiy femov?
Wectron and reach tfie steriliiatiori safety alt resWues «tfwigsmrdrrt faefote the
levels (SAL 10 iterriiaslUon

® CAUTION: Perfoirt! the ifetiliration

f I'mes Pre vacuum
itffinirnum pressure 60 .mBari using a water steam autotlatrti Bo not
- Sterilization temperature *D'C use artyother stertloatror» pretedute (dl'y
Be«t. IrratfiaHon,«Otyiene ertirle, gas, tew

(interval OCe +rc).

Steriiiraticir! Urtie4 minutes,
- Minimum drying time 10 minutes.
All the sterilization phases must be performed
by the operator ,ri compliance to the norms
UNI EN ISO 17655-',:2007, UNI EN 1SO
556-1:2002 ¢ ANSILAAV/I ST 46:2002,

temperature piasma.eti,.]

(D cautioN: Do not eiteed the altowrd
load of the steam sterilrier.

05.9 4 CLEANING AND STERILIZATION OF THE HANDPIECE
MCBILE SUPPORT

PREPARATION
Take the hanppiece mobile support.

MATERIALS NECESSARY

- Enzymatic detergent with pH 6-9
MLk ©CAUTION: Do not use hydrogen
peroxide (fyou intend to disinfect the
- Contair'er for the immersion in the support, do not use hydrogen peroxide, but
enzymatic solution only disinfectants with neutral pH (pH?):

always rinse with sterile water to preserve

the disinfection.

Steam steriiiz.rtion © CAUTION: Once used, CQ*rettiy dtipose
at Irwerszyrnahe detergent soiiilioo. do

not retycie.

D.stilled water
Single use steriLzahon packets

CLEANING AND DISINFECTION METHOD - Handpiece mobile support

' detergent solution
with pH 6 9, .as per the i,'istructions of the
HianutNdurer:

29
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Once you've finished the cleaning
operations, check t.he support under an
adequate sou.rce of light, paying atte.ntion
for dirt residues arrd. if need be, repeat the
cleaning cycle:

individually seal the support in a single-use
sterilization packet
Sterilize the support inthe steam autoclave.
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STERILIZATION METHOD - Handpiece mobile support

The steriibdtion process in steam autoclave
must be performed settvig the parameters
indicated below, whidi are vaiidated oy
Mectrori and reach the stenlrtation safety
levels (SAl 10%):
- 3times Pte vacuum

(ininirnum pressure 60 mBar).
- Sterilization temperature 132"'C

iinterval OC 4 £30),

Sterilization time 4 minutes.
« Minimum drying time 10 minutes.

All the steriliration phases must be performed

by t.he operator in compliance to the norms
UNI £N 1SO 176654:2007. UNi £N ISO
556-1:2002 e AN'SIVAAM ST 46:2002.

A Checking fnfeciicfli m
that canter OWe flyremoe
2ii»(dues of Oigame Art before the
stenfetion

© CAUTION: Perform the sterilization
using 3 water steam autoclave only. Do not
use any other sierillzation procedure {dry
heat, irradiation, ethylene oxide, gas, low
temperature plasma, etc.),

© CAUTION: Do not exceed the allowed
load of the steam sterilizer.

nit ATAPRRETALLR TREEN R0 -
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J1oroTun /MekTpoH (Meclron)

MegnuunHckoe obopygoBaHue/

A PYKOBO/CTBO MO OYMCTKE U CTEPUAN3ALL MU

AHINACKNIA
TabsiHCKIWIA
HemeLikuii
dpaHLy3CcKuii
VcnaHckuit
LLIBeackuii

«MNbesoceppxepu®ray» (@- 3aperucTpupoBaHHblii ToBapHbI i 3Hak) (Piezosurgery®touch)

p L E: Os NACEK¥®I , «c/l

0476

3Hak cooTBeTcTBUA TpebosaHuaM EC (CE 0476)

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



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



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



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



02" YHKUNA “OHNCTKA”

AHIMWACKIA

N N«Mbesocepaxepun®Tau» (Pjezosurgery®touch)

Mpy BbIGOPE PyHKLUMM “"OHICTKA'™ 3arycKkaeTcs LK OYUCTKM B MPPUIaLOHHOM KOHTYPE HaKOHeYHMKA
(0B), UCMOMNL3YeMbIX B MPOLIECCE JIeYeHNS!, B COOTBETCTBUM C YKa3aHVAMM B 3TOM Pasgerie.

A OCTOPOXXHO! ®dyHkums "OUNCTKA™.
PyHKUMO ""OHNCTKA™ criegyeT mcronb30BaTb
Mnoc/ie KadKIon MpoLeaypbl, nepes, Ha4asiom
MPOLEecca OUMCTKM U CTEPWIN3ALINN.

[MepeKpoiiTe perynsaTop pacxoaa;

OTCoeaMHMTE PEry/IsITOp pacxoda oT
NPPUraLWyIOHHOTO KOMIVIEKTa U TRYBKM
NEPUCTa/TbTUYECKOIO Hacoca W OT TPyoKun
KOMIIEKTa KOCTHOW M/1IaCTVIKKA, €C/IN TaKOoBOIA
CMOSb3YETCS.

YTUWmsmpyiiTe perynsitop pacxoda B COOTBETCTBUN
C TPeboBaHMSIMN MECTHOIO 3aKOHO/ATE/ILCTBA B
06/1aCTN YTUM3ALIA MEAVLIMHCKMX OTXO/IOB.

MprroToBbTE (hepMEHTATUBHBIA MOKOLLMIA PacTBOP
(ypoBeHb pH 6-9) B COOTBETCTBUM CO
crieummMKaLIMAMA NMPOV3BOAUITESIS.

MoMECTUTE KOHLIEBYHO YaCTb TPYOKM
MePVCTaNbTUYECKOrO Hacoca W TRYOK
KOMI/IeKTa KOCTHOW MIacTvkm (Npu
MCMOMb30BAHNN)B KOHTEVHEP C MPUrOTOB/IEHHBIVI
(hepMEHTATVBHbLIM PACcTBOPOM.

Cip. 4
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A OCTOPOXXHO! Ec/m He nNpousBeCcT! YACTKY
TPYOOK, KPUCTa/vM3aLMIA COMEn MOXKET
CYLLECTBEHHO HapyLLMTL PaboTy YCTPOCTBA.

A OCTOPOXXHO! HakoHeUHVK 1 CETEBOI LLHYP
NPeACTaB/AT COO0M eANHYHO Hepa3ae/TbHYHO
KOHCTPYKLMHO.
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02-»PYHKUNA “OHNCTKA”

AHMNACKWIA

YCTaHOBUTE Haf, KOHTEHEPOM HAKOHEYHWIK C HacanKomn wim
6e3 Hacagkm A4ns coopa BCEi XKMUAKOCTY, CTEKAOLLEN B
MPOLLECCE OUMUCTKY;

[ns BXo4a B peXKMM UMCTKM BblbepuTe (DYHKLIO
"HACOC/HMNCTKA" Ha KnasmaType: npu 3TOM BCe OCTa/TbHble
napamMeTpbl Bblbopa Ha avicnnee 6yayT OTKOYeHbI, 1 ByaeT
muratb nHankauus "HACOC/HNCTKA".

MPUMEYAHUE.

Bbl MOXeTE BbIATW U3 PEXVIMA OUUCTKM, HXAB NMOBTOPHO
kHONKy "HACOC/OUYUMCTKA” v e no NpoLLecTBUM He
meHee 15 cekyHa. PyHKumna "YNCTKA™ oTkno4vaeTcs, 1
KnaBuaTypa BK/IKOUaeTCs 3aHOBO, NMOC/E Yero Ha aKpaH
HACTPOIiKM, KOTOpbIE 1CMOML30BANMCH B NOCIEAHMUIA Pas.

Ecrm nHgmkaumna "HACOC/OUNCTKA" muraet, To s
3anycka yHkumm "HACTKA" cnefyeT OfHOKPaTHO HaXaTb U
OTNYCTUTb €€ HOXKHYIO Mefanb: UHAMKALWA
"HACOC/OYNCTKA" nepecTaeT MUraThb, 1 3aryCcKaeTcs LK
OUNCTKM.

MPUMEYAHMUE.

dyHkumo "OUNCTKA" MOXXHO npepBaTh B /11060 MOMEHT
BPEMeHM, NOBTOPHO HaxkaB KHoMkKy "HACOC/OUMCTKA" wm
HOXHY!O Nefiasib. KnaBmaTypa BK/IOYaeTca CHOBa, U Ha
Jvicnnee 0TObPaXKaroTCA napaMeTpbl, KOTOPble
1CNoMb30BA/INCh B MOCNEAHWI pas;

Mocne Toro, Kak NepucTaIbTUHECKMIA HACOC HauMHaeT
paboTaTh, 3aropaeTcs BCA LKasa pasfena 'nojava
NpPUraLyoHHOro pacTeopa’, 1 B MPoLEecce LUMpKynaLmm
YKVUAKOCTW 3HAYEeHVe mppuraumm meHsetcs ¢ 6 Ha 0.
MpofomxmTenbHOCTL LUnKa cocTasnseT 20 cekyHa. Mo
3aBepLLEHNN LMK/A CHOBa BK/IKOUAETCA KnasuaTtypa, 1 Ha
Jvicnnee 0TOGpaXKatoTCA NapaMeTpbl, KOTOpbIe
CMO/Ib30B/ICH B MOCNEAHWIA pas;

Ctp. 5



r«Mbe3ocepmxepn®Tau» (Piezosurgery touch)

AHINACKMIA

[N BbINOMHEHVA LUMKIA OUMCTKU KadKaoro

HaKOHEYHMKa, TPYOKN Win pasbema Jy/1a OfHOM 1

TOW e NleyebHoM MpoLeaypbl NOBTOPUTE LECTBIS,

yKasaHHble BblLLE, Ha4/HasA C MyHKTa 6 1 fariee; I-

BAXKHO! Kak TO/MbKO LMK OUYMCTKU C 10
(hepMeHTATVIBHbIM MOKOLLIIM PacTBOPOM OyaeT

3aBepLLiEH, CefyeT BbIMO/HUTL HOBbIA LK/ .
OUMCTKU C AVCTWIMPOBaHHOA BOAOW, YTOObI .
YOa/MTb BCE OCTAaTKM MOHOLLIETO CPeaCTBa.

o 3aBepLLEHMN LMKSIA YUCTKA MPPUIaLMOHHONO KOHTYpa HEOOX0AMMO HauaTb NPOLEAYPY OUMCTKA U
cTepuM3aLMn OTAebHbIX aeTanei (cm. pasaen 05 - OUMCTKA U CTEPWINBALING)

03 ~ PA3BOPKA AETAJIEN ANA YACTKN U CTEPUN3ALN

MpeXxae YeM NPUCTYMaTb KO4YMUCTKE B COOTBETCTBUM C YKazaHUAMM B pasgenie 05 - "OUNCTKA U
CTEPWIM3ALINA", oTcoeaMHUTE BCe aKkcecCyapbl M KOMIOHEHTI <<I‘Ibe30cep,q>Kep|/|®“ral-|»
(Ple205ur£ery®tOucH)

JUBHMAHWE! Otknto4uTe annapar.
Mpexxae YeM NPUCTYNAaTL KJIH0ObIM OrepaLysiM 1o

UMCTKE W CTEpWI3ALWIN, CIeayeT BbIKMOHUTD %
YCTPOWCTBO MpM MOMOLLY BbIK/KOHaTeNsA 1 Off
OTCOEAVHUTL CETEBON LLHYP OT 3/IEKTPOCETU U L
Kopryca yCTpolicTBa. Il U,

A BHVMAHWE! [OononHuTenbHbIA Kaberb

3azeMsieHuss. Mpexae YeM NpUCTYnaTb KJ/IHo0bIM - il
ornepaLysimM o YUCTKE 1 CTEpPUA3aLIN,

OTCOEANHNTE AOMO/HUTENbHBLIN Kabesb 3a3eM/IEHUS

(Mpy HaMYK).

Ctp. 6
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03 ->PA3BOPKA neTaneii

AHINIACKMIA

CHUMMTE (DUKCHPOBaHHBIN [epXKaTe/lb HAKOHEUHMKA 1
KPOHLLUTEIAH MPPUraLMOHHOTO KOMM/IEKTA C Kopryca
YCTPOVACTBS;

OTCOeAMHUTE HOXHYIO Mefjasb OT YCTPOCTBA. [epyKach PyKoi
33 pasbeM HOXHOV Mefarivi, HKMUTE Ha (OUKCHPYHOLLLYHO
3alUerKy M OTTSIHUTE pa3beM Hasap,

© OCTOPOXHO! He MbiTaiiTech OTKpyuMBaTb W
MOBOpaYMBaThL PasbeM MpU OTCOEAMHEHNN BO U3BEXaHWE ero
MOBPEXAEHMS.

© OCTOPOXHO! [Mpy OTCOBANHEHNN HOXHOI Meaanm
BCEr/ja IEPKMTECH TO/bKO 3a Pasbem Ha CETEBOM LLHYPe.
HvKorga He TAHWUTE HEMOCPEACTBEHHO 3a CaM CETEBON LLHYP.

ol OT1coeanHNTE HAKOHEYHWK OT yCTpOI\/’ICTBa,

© OCTOPOXHO! Beerga [EPXNTECb NCKNHOYNTENBHO 3a
pasLeM Mnpu O0TCOEAMHEHN HaKOHEYHKMKa BO 136eXKaHMe ero
MOBPEXXAEHNA. Hvikorga He TaHUTE C CWIOVA CETEBOIA LLHYP.

© OCTOPOXHO! He OTKpyurBaiiTe 1 He NMOBOPaYMBaiATE
pasbem Mpu OTCOEAVHEHUN HAKOHEYHMKA.
370 MOXET MPUBECTY K MOBPEXKAEHWIO Pasbema.

© OCTOPOXHO! HakoHeuHUK ViceTeBoii LUHyp
NpesCcTaBNAT COBOI eayHYHO Hepa3ae/ibHYH KOHCTPYKLMHO.

Ctp. 7
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r«Meesoceppxepu®Tau» (Plero8urgery louch)

AHIWACKMIA

MonHOCTLHO OTKPOITE MEPUCTANETUHECKUIA HACOC U U3B/IEKUTE
TpYOKY NEpUCTaIbTUHECKOTO Hacoca WM TPYBKY KOMM/eKTa
[N KOCTHOM NiacTuKm (Mpy Hasimymm). 3akpoiite
MepucTanbTUYECKMIA Hacoc-

OtcoegnHuTe pr6Ky NepUCTa/IbTUHECKOI0 HacocCa OT pa3bemMa
Ha HaKOHEYHWKE;

Ecnm ncnonb3oBasncs KOMMAEKT A7 KOCTHOM NacTyikm,
OTCOEANHWTE MEXTPYOHbI COEAUHUTENL OT TPYOKU
MepUCTaNbTUYECKOr0 Hacoca M TPYBK KOMM/EKTa KOCTHOA
MNacTvKy;

OTKpyTuTe Hacagky (Mpy Ha/MuMK) OT HAKOHEUYHWKA MK
MOMOLLY AVHAMOMETPUYECKOTO KITHOUa;

OTKpyTWTE KOHYCOO6pa3HyH LETa/Tb B MEpeaHei yactu
HaKOHEUHWIKa;

NMPUMEYAHUWE.
MeTanm4eckoe KosbLio CO CBETOAMOAHON MOACBETKOW Hefb3st
OTAENWTb OT MJacTMAaCcCOBOW KOHYCO0OpasHOI AeTam

Ctp. 8
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A<Tbesocepmxepu®Tau» (Piezosurgery®touch)

05 ->4UNCTKA N CTEPUTNSALINA
05/1 UNCTKA KOPIMYCA YCTPOVCTBA
AHINACKWNA

noAroToBUTEJIbHBIE PABOTbI

- YbenuTech, UTO BCe HMKeYyKasaHHble akcecCyapbl Obuin
CHATLI/OTCOEAMHEHBI OT KOpMyca ycTpoiicTea (cM. pasgen 03):

Kabenb 3M1eKTponuTaHms

HOXHas Nejaib

Tpy6Ka NepucTanbTUYECKOro Hacoca

HAKOHEYHMK

YECTKMIA (PUKCATOP HAKOHEUHWKa

OMOPHbIA CTEPXKEHb 15 KOHTEHepa ¢
VPPUraLMOHHbIM PacTBOPOM

3aLMTHasA NieHKa

[OMONTHUTENBHBIN 3a3eMNSHOLLWIA COeanHMTENb (MK
HamMuunm)

HEOBXOANMbIE MATEPUNATbI

UucTan, MArkas TKaHb C HA3KUM BOPCOM

Motowwmii pactsop (c yposHeM pH 6-9) u, npu
Heo6X04VMMOCTI, HearpeccMBHOE Ae3VHMLPYIOLLEE CPEACTBO
C HeliTpasibHbIM ypoBHeM pH (pH 7)

XX BHUMAHWE! He cTepunusyiite kopnyc yCTpOiACTBa: B
MPOTVBHOM C/yyae YCTPOCTBO MOXET BbIATW 13 CTPOS 1
MPULUMHATL BPEL, OKPY>KAIOLLVIM JIFOAAM W
nMyLLEECTBY/060PY0BAHUIO,

X BHUMAHWE! Mpexae yem npuCTynaTth K BbINOHEHWIO
paboT Mo YMCTKE Y Ae3UH(EKLMM, OTK/IOUMTE YCTPOCTBO Npy
MOMOLLIM BbIK/THOHATESNA 1 OTCOEAMHUTE €ro OT 3/1IEKTPOCETM.

M BHAMAHWE! KOHCTPYKTVBHO MaHesb YCTPOCTBA He
3alMLLEeT OT NOMadaHWs XMAKOCTel BHYTPb YCTpoiicTBa. He
pacnbLIAATe XXUAKOCTW HEMOCPEACTBEHHO Ha MOBEPXHOCTb
YCTPOVACTBA.

() OCTOPOXXHO! PekomeHayem Mcnonb30BaThb 471
[Ee3VH(eKLMN pacTBOPbI Ha BOLHO OCHOBE C HEATPa/TbHBIM
ypoeHem pH (pH 7). 3anpeLugeTcs UCMo/b30BaTh A5
Je3VH(eKLMM CnMpTocoaepKalLvie CpeacTsa Wi Nepekmchb
BOAOPOAA, MOCKO/IbKY OHV MOTYT MPUBECTU K
00eCLBEUMBAHIIIO WM MHOMY MOBPEXIEHMIO NIACTMACCOBbIX
JeTaneii. Takke 3anpeLlaeTcs UCrnob3oBaThb 41 Ae3VHDEKLMN
XUMMWYECKYe BELLECTBa, HaMpyUMep, aleToH WK CrnpT.

CMNOCOBb YACTKN N JE3VNHPEKLIN - kopniyc ycTpoiicTBa

OuncTnTe NOBEPXHOCTb YCTPOIACTBA MPW MOMOLLM YMCTOI
MArKOA TKaHW C HM3KMM BOPCOM, CMOYEHHOI B pacTBOpe
motoLLero cpeacTsa (pH 6-9). Mpy HeobxoauMoCTw,
BbINOMHNTE AE3VHAEKLMIO, UCMO/b3YA HearpeccuBHbI
[e3VHpMLMPYIOLLMIA pacTBOp C HelTpabHbIM yposHem pH (pH
7), Cneflyst yKasaHUAM NpOv3BOANTENA PacTBOpa.

BbITprTe AOCYXa KOPMYC YCTPOWCTBA, UCMONb3Yys YACTYHO,
HeabpasMBHYH TKaHb C HU3KAM BOPCOM.

Crp. 10
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N«lMbe3oceppkepn®Tau» (Piezosurgery®touch)

05.3 * UNCTKA N CTEPUWTN3ALUNA HAKOHEYHNKA

AHMNACKNI

MOATOTOBUTE/IbHBIE PABOTHI

Beinonuute dyHkyuio "OYNCTKA" (cm. pasgen 02)
OTcoenHUTE HAKOHEYHMK OT Kopnyca ycTpoiicTsa (cMm.
paszen 03)

OTcoeguHUTe TpybKYy nepuctanbTUHECKOro Hacoca OT
pasbema Ha HakoHeuHwuke (cM. pasgen 03)

Mpy HanMynu, oTCOeAMHNTE Hacafky OT HaKOHeYHuKa npu
nomoLLy AnHamoMeTpuyeckoro knwya (cm. pasgen 03)
OTKpyTUTE NepefHuii pasbem

HEOBXOAOMMbBIE MATEPWANDI

Motowunii pacteop (c ypoBHeM pH 6-9) u, npu
Heo6XxoAMMOCTU, HearpeccusHoe Ae3nHduumpyoLlee
CPefCTBO C HelTpasibHbIM ypoBHeEM pH (pH 7)
depMeHTaTVBHbI MOKLLMI pacTBOp € ypoBHeEM pH 6-9
Bopa

KoHTelHep ana dyepmMeHTaTMBHOIO MOIOLLErO pacTBopa
UnucTas, MArkas TKkaHb C HU3KMM BOPCOM

LleTka c MSArkoit HeNOHOBOW LeTUHOM
[uctunnuposaHHasa sofa

Cxartblii BO3ayX

OpHopa3oBble NakeTbl An18 cTepunansalmm
Crepunusaumsa napom

© OCTOPOXHO! HakoHEYHUK U CETeBOW LHYpP
npeacTaBnsoT coboil efuHY0 Hepa3aebHY0 KOHCTPYKLMIO.

© OCTOPOXHO! [epxntecb TO/IbKO 3a pasbem npu
0TCOeAMHEeHNN HaKOHEeYHMKa OT YCTPOIiCcTBa.

© OCTOPOXHO! He norpyxaliTe HaKOHEYHUK B
Ae3nHduumpyolne pacTeopbl UK Apyrne XuaKkocTn Bo
n3bexaHune ero nosBpexaeHus.

© OCTOPOXHO! He norpyxaliTe HQKOHEYHUK B BaHHY
YyNbTPa3ByKOBO OYNCTKU.

© OCTOPOXHO! lMNpu ge3nHdekymn pekoMeHayeTcs
1Mcnonb3oBaTth Ae3vHUUMpyoLW e pacTBOpbl Ha BOAHOW
OCHOBE, C HeliTpanbHbiM ypoBHeM pH (pH 7). 3anpeliaetcs
Mcnosb3oBaTh A4/19 Ae3nHMpeKuun cnuptTocogepxatine
cpeAcTBa UM nepeknchb BoAopoaa, MOCKObKY OHU MOTYT
npuBecTn K obecuseymBaHnio U/Manm MHOMY NoBPEXAEHNI0
naacTMaccoBbIX geTanein. Takxe 3anpeLiaeTca UCNonb3oBaTb

AN fe3VHeKLMn XUMUYeckne BELLEeCTBa, Hanpumep, aleToH

unu cnupT. Bcerga npombiBaiite cTepunbHoii Bogoi Ans
[e3VH(EeKLNN NoBepxHoCcTel

© OCTOPOXXHO! ¥YTnnuanpyiite Hagnexawmum obpasom
hepMeHTaTMBHbIA MO WA pacTBOp cpasy xe nocne
Mcnonb3oBaHus, He noggBepraiiTe BTOPUUYHOW NnepepaboTke.

CNoCcoOb YMICTKN n AESVIHPEKLUI - HaKOHEUYHUK C CETEBbLIM LLIHYPOM

MpuUroToBbTEe (hepMEHTATUBHbLIA MolOWMii pacTBop (YPOBEHb

pH 6-9) B cooTBETCTBUM CO cneunukaymsaMmm NpoM3BoauUTens: e

*Mpouecc ¢ hepmeHTaTUBHbLIM MOKOLWMM cpeacTBOM Cuaesmm®
(9H30n1®) Clcler)Te® (Enro!®), BanuanpoBaHHbIi He3aBUCUMOIA

opraHusauuei

Ctp. 12
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05~ HACTKA N CTEPUNTN3ALNA

AHINACKNI
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OuncTUTe NOBEPXHOCTb HAKOHEYHMKA U CETEBOIO LLHYpa npu
NOMOLLM YNCTOW MATKOW TKAHW C HU3KUM BOPCOM, CMOYEHHOW
B pacTBope motouwero cpeactsa (pH 6-9). Mpu
Heo6Xo0ANMOCTH, BbINOMHUTE Ae3NHdEKLUUI0, UCMOSb3YSA
HearpeccuBHbI Ae3nHMULMPYIOLWNI PacTBOP C HENTpasibHbIM
ypoBHeM pH (pH 7), cnegys ykaszaHusim npoussoguTens
pacTtsopa.

AKKYpPaTHO OYMCTUTE NMOBEPXHOCTM HAKOHEUYHMKA
(hepMeHTaTUBHbLIM MOKLLMM CPEeACTBOM, UCNOMb3YS LWETKY C
MSATKOl HEenIoHOBOW WeTuHoi. Ocobo TwatesibHO
Heo6X0AMMO OYNCTUTL CreaylLmne feTanu:

pe3b6oBas YacTb HaKOHEeYHWKa

TUTaHoBasi onopa

hpoHTa/IbHble pasbeMbl BO BHYTPEHHUX U HAPYXHbIX
fetanax

TuwaTensHo NpomoiiTe BOgONPOBOAHOW BOAON, UTO6bI yaanuTb
OCTaTK/ MOILLEro CpeacTsa, W BbINOHATE NOCNeAHWIA LUK
NPOMbIBAHUS AUCTUNIMPOBAHHOI BOAOIA;

TwaTenbHO BbICYLLMTE CXaTbiM BO3yXOM BCe AeTanu, B
0CO6EHHOCTU 3NEKTPUYECKNE KOHTAKTHI;

Ctp. 13



AHMNNACKNI

Mo 3aBeplueHUn NpoLeaypbl YACTKU NPOBepbTe NpW NOMOLLK
dhoHapuka unm Apyroro NoAxXoAsLLero MHCTPYMeHTa Hannuue
3arpsi3HeHunii B TpYAHOAOCTYMHbIX MECTax Ha Bcex AeTansix
UHCTPYMEHTOB (pe3b60Bble YacTu, NosiocTu, kaHaBku). Mpu
Heo6X04MMOCTH, MOBTOPUTE LKA OYUCTKM. Ha 3aBepLiaioliem
3Tane YncTKU NPOBEPbTE LeNIOCTHOCTL AeTaseli U 31eMeHTOB,
noABepraBLINXCA U3HOCY B MpoLiecce akcnayaTauuu;

FepmMeTMUHO 3anakyiiTe HakoOHe4YHUK (6e3 Hacafok) u
(hpOHTabHbIV pa3beM B OAHOPA30Bble NakeTbl A8 OTAENbHbIX

LMKNOB CTepUIM3aummn. BelinonHUTe npoueaypy cTepunmsaluu.

~«Mbesocepmxepu®Tau» (Piezosurgery®touch)

CINocCob CTEPUTN3ALNWN - HaKOHEYHUK C CETEBbLIM LLIHYPOM

HakoHeYHUK C ceTeBbIM LUHYPOM W3rOTOBJIEH U3 MaTepuanos,
YCTOWYMBBIX K BO3JENCTBMNIO MakcumanbHoi Temnepatype 135
°C B TeyeHue He 6onee 20 MUHYT.
CTepunusauusa B NapoBOM aBTOK/1aBe [0J/DKHA BbIMOIHATLCA B
COOTBETCTBUMN C HMXKEYKa3aHHbIMY napameTpamu,
BaNMAMpoOBaHHbIMKU KOMNaHuen "MekTpoH" (Mectron), c
u,enb)}o OOCTUXEHNS YPOBHA obecneyeHns ctepuabHocT (SAL
106).

3-kpaTHasa npouegypa npefsaputesisHOro
BakyymupoBaHus (MuWH. gasneHune 60 mb6ap).
- Temnepatypa ctepunusauum 132°C (uHtepsan ot 0RC Ao
+3“C)

MpofoMKUTENBHOCTL LMKNa cTepunnsanmmn: 4
MUHYThI1

MuHUManbHoe Bpems CyLWKn: 20 MUHYT.

CTepvmwsau,vm Ha BCeX aTanax Ao/IKHa OCyLWeCTBAATbLCA
onepaTtopom B COOTBETCTBUKU C TpeﬁOBaHVIFIMVI CTaHOapToB
YHW 3H NCO (UNI EH 150) 17665-1:2007, YHU 3H LUCO
(EMM! EN 180) 556-1:2002 1 AHCU/AAMU (ANSI/AAM1)
CT (5T) 46:2002.

XX OCTOPOXHO! SneKkrpuyeckme KOHTaKTbl pasbema
CeTeBOI WHypa HakoHeYHMKa AO0/KHbI ObITb CyXnmu. B koHue

uukna cTepunusauuy 1 nepes noAkoYeHNeM CeTeBoro LWHypa

K yCTpoicTBY y6eauTech, UTO pasbeM U BCe afekTpuyeckme

KOHTaKTbl MOJIHOCTbLIO cyxue: Mpn HeO6XO,qMMOCTM npocywuTte

KOHTaKTbl CXaTbIM BO34YyXOM.

Ctp. 14
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A OCTOPOXHO! He cTepnnusyiiTe HaKOHEYHUK C
3apMKCMPOBAHHOW HacaaKou.

© BHMMAHWE! lMNMpoBepka Ha uHgekynn « fetanu,
nognexatme crepunusauuu - Mepeg ctepununsaymeii
akKypaTHO yAanuTe BCe OCTaTKM OpraHnyeckux 3arpssHeHwui.

A OCTOPOXHOQ! BbinonHsiiTe ctepunnsayuto
MCKNOUYNTENBHO B NApOBOM aBToknaBe. He ncnonb3yiite
npoyne cnocobbl cTepunmnsaummn (Cyxoxaposasa cTepuamsauyms,
cTepunmsauunsa ob6syvyeHnem, aTUIEHOKCUAOM, rasoMm,
HU3KOTEMNepaTypHOW NnasMoi uT.4.).

A OCTOPOXHO! He npesbllwaliTe npegensHo
[ONYCTUMYIO Harpysky Ha napoBoil cTepunusaTop.

A OCTOPOXXHO! lNo 3aBepLlieHnn Lukna crepunmsaymm
faiiTe HaKOHEYHWKY MOJTHOCTbIO OCTbITb, NPeXae Yem
1Mcnonb3osaTb €ro NOBTOPHO.
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A<Mbe3oceppxepu®Tau» (Pjezosurgery®touch)

AHMNACKNI

[Lalite Hacagke (Hacagkam) nponuTaTbCa PepMeHTaTUBHbIM
MOWOLUM pPacTBOPOM B TeueHne 10 MUHYT nNpu Temnepatype
40°C. B xofe 3Toi npoueaypbl C UHCTPYMEHTa GYyAYT yAaseHbl
NATHa KPOBW, a TakxXe ocTaTku 6eska u C/m3u.

wrin 40°C

He BblHMMas Hacafku u3 pacTBopa, akkypaTHO O4yMcTUTe Bce

NOBEPXHOCTW Hacafku LLEeTKOW ¢ MATKON HennoHOBOA

LWeTMHON, Npodo/kasa aenatb 37O J0 Tex nop, noka He 6yayT

yAaneHbl Bce BUAMMbIE 3arpA3HeHus. MpousseanTe

TWwaTeNbHY0 OYNCTKY y4yacTKoB AeTanei, TpyaHO Y
noAAaloLWNXCA YNCTKE, HANpUMep, PexyLnx KpoMoK, 1 B

0C06EeHHOCTU HeBOMbLMX NPOMEXYTKOB Mexay 3ybuamu

nunbl. W

AKKYpaTHO OYMCTUTE MOBEPXHOCTb HaCcafKW LETKOW C MSrKoWn
HEeNNoHOBOW LWEeTNHOW noj cTpyeil BOAONPOBOAHON BOAbI;

Ha6epuTe B Wwnpuy hepMeHTaTUBHbIA Moo Mii pacTBop U

pacnbinuTe ero B NOM0CTU Hacaaku. MoBTopuTe 3Ty npouenypy

TpW pasa Ans Toro, Y4To6bl NOMHOCTLI0 YAANUTL BCe J
3arpsisHeHnsl Ha BHYTpEeHHell NoBEpPXHOCTH MOMIOCTU.

[ns yoaneHna Bcex OCTaBLYMXCS 3arpA3HeHuii npomoiite
BHYTPEHHWI kaHan Hacagkvn AUCTUNNIMPOBAHHOW BOAONA,
HarHeTas ee nop gasneHviem (3,8 6ap) B Te4eHne Kak MUHUMYM
10 ceKkyHa,;

38 6ap

10 cek

Ctp. 16
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05 UYUNCTKA N CTEPUJTNSALUNA

AHTNIACKUIA

MomecTnTe HacagKy B BaHHY Y/IbTPa3ByKOBOW OYUCTKN C
hepMeHTaTUBHbIM MOIOLLMM PacTBOPOM W BblAepxuBaiiTe ee B
107T1n ] 40°C BaHHe B TeyeHue 10 MUHYT npu Temnepartype 40°C.
;

Mo npowecTBun 10 MUHYT U3BMIEKNTE HACAAKY U3 BaHHbI U
npomoliiTe ee AUCTUIIMPOBAHHOM X0N0A4HOM BOAOM;

Te) AKKYypaTHO NMOBTOPHO OYMCTUTE NMOBEPXHOCTb HaCaKW LLEeTKOM
C MSITKOW HENIOHOBOM LLETUHOI;

ONsi yaoaneHus Bcex OCTaBLUMXCS 3arpsisHeHuii npomoiite
BHYTPEHHWI# KaHan Hacagku AUCTUNIMPOBAHHON BOAOM,

HarHeTas ee nopg gasnexHvem (3,8 6ap) B TeueHMe Kak MUHUMYM
1o cekyHa,;

38 6ap

10 cek

Mo 3aBeplUueHnn npoueaypbl YUCTKM NPOBEpbTE NPW NOMOLLM
choHapuka nnu Apyroro NOAXOoASILLEr0 MHCTPYMEHTa Hannyve
3arpsi3HeHnii B TPYAHOAOCTYNHbIX MecTax Ha Hacagkax
(pe3bb0oBble yacTu, NOAOCTU, KaHaBkn). MNMpu Heob6xo4MMOCTH,
NOBTOPUTE LUK OYUCTKK;

Ctp. 17
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05 WACTKA U CTEPNNINSALNA

055 ->4YUCTKA N CTEPUNTUSALUNA ONHAMOMETPNYECKOIO K/THOYA

AHMNACKNI

noAroToBUTENIbHBIE PABOTHI

Bam noTpebyeTcs: AMHAMOMETPUYECKMIA KITHOH

HEOEXOLI,I/IMI:IE MATEPUASbI
depmMeHTaTUBHbIA MOHOLLMIA PacTBOp € yposHeM pH 6-9
- Bopga
- KoHTeiiHep 4na (hepMeHTATVBHOTO MOKOLLIETO pacTBopa
- LLleTKa C MArkoi HeiANnoHOBOIA LLIETVHOWA
- AuctunnvposaHHas BOAa
- BaHHa y/ibTpa3ByKOBOW OUMCTKM
- M#rkas v uncTas TKaHb C HA3KVM BOPCOM
- CMmasouHblil MaTepuan Ana NPUMeHEHNs B MeAULIMHE
- OpHopasoBble NakeTbl AN CTepUnmn3aLmmn
- Crepunusaums napom

[K OCTOPOXXHOQ! He ucnonb3yiite nepeknch BoAopoaa.
[na gesviHpeKumMM Kkova PeKOMEHAYETCA UCMO/b30BaTh
TO/bKO AE3VHMLPYIOLLME CPEACTBA C HEATPa/IbHbIM
yposHeM pH. He ucnonb3yiite 4ns Ae3rH(peKLMM Koya
nepekvcb BoAopoda. Beeraa npombisaiiTe CTepuibHON BOAOI
ONs Ae3VHGEeKLMM NOBEPXHOCTEN.

JInOCTOPOXXHO! YTunmsmpyiite Hagnexaluyiv 0bpasom
(hepMeHTaTUBHbIA MOOLLMIA pacTBOP Cpasy e Mocre
CNO/b30BaHMUs, He NoABepraiiTe BTOPUYHON MepepaboTke.

CNOCOBb YNCTKWN N AESVNHDPEKLUWW - guHamomeTpuyecknin Kou

10 MvH m
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MprroToBbTe (hepMeHTATMBHbIV MOKOLLMIA pacTBOP™ (YPOBEHb
pH 6-9) B COOTBETCTBUM CO CMELMUPUKALMAMUN NPOU3BOAUTENS;

Bblaepxute Hacaky (Hacafkm) B (pepMEHTATVBHOM MOHOLLIEM
pactsope B TedeHne 10 MuHYT npu Temneparype 40°C;

*TpoLecc ¢ thepMeHTATHBHBIM MOHOLLMM CPELCTBOM
Clc1e21me® (Enrol®), BanmaypoBaHHLIN HE3aBYICMMON
OpraHv3aLmeii

Ctp. 19



A<lbe3oceppxepu®Tau» (Piezosurgery®touch)

AHINACKWI

[Mpw BblAEPKMBAHN KITtOYa B PePMEHTATVIBHOM pacTBOpe
aKKypaTHO QYMCTWTE ero NMoBePXHOCTb LLUETKON C MArKOl Vv
HEAIOHOBO LLETUHOM, YTOObI YAa/INTL BCE BUAUMbIE

3arpsasHeHNs KaK U3HYTPU, Tak U CHapY>KW UHCTPYMEHTA;

AKKypaTHO O4MCTUTE MOBEPXHOCTb K/kOYa LLETKOM C MATKOM
HEiIOHOBOM LLETVHOI Mog, CTPye BOAONPOBOAHON BOfpbI;

MpombIBaiiTe K4 AUCTUAIMPOBAHHONM BOZOI 40 TEX Mop,
MoKa He 6yAyT yAaneHbl BCE BUAUMbIE 3arPS3HEHMS.

MomecTUTE HacadKy B BaHHY Y/IbTPa3BYKOBOW OUUCTKY C
(hepMeHTaTUBHbLIM MOHOLLMM PaCTBOPOM i BbIAEDKMBANTE €€ B

10 MuH '
BaHHe B TeueHue 10 MUHYT npu TemnepaType 40°C. 40C

MpomoiiTe HacaaKy MOA CTPyeil BOJONPOBOAHON BOAbI /1S
YAaNeHNs BCEX OCTABLLIMXCA 3arpsisHEHWIA,

Ctp. 20
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05~ UNCTKA N CTEPUJTN3ALUNA

AHTNINACKNIA

MomecTVTe TPYGKY NEpUCTabTYECKOTO Hacoca
B MPUrOTOB/IEHHbIV (DEPMEHTATVIBHBI/ PacTBop;

MpomoiiTe 0BU/bHBIM KOIMYECTBOM AUCTU/IIMPOBAHHON BOAbI
11 aKKYPaTHO BbITPUTE TPYBKU HACyXo;

Mo 3aBepLLEHNN MPOLEAYPbI YCTKM MPOBEPLTE MPY MOMOLLM
(hoHapVKa WK Spyroro MOAXOASALIErO MHCTPYMEHTA Ha/nume
OCTaBLLIMXCS 3arpsi3HEHMIA NaTpy6Kax. Mpy HEOGXOAUMOCTMH,
MOBTOPUTE LMK OUUCTKY;

lepMeTMYHO 3anakyiiTe TPYOKy B OTAENbHbIA 0AHOPA30BbIiA
NaKeT AN CTepumn3aLmm.
MpocTepnnuayiite TpyOKy B NapoOBOM aBTOK/MABE.

Crp. 23
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AHTNIACKUIA
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05~ UACTKA N CTEPUNTN3ALNA

MomecTUTE COEAVHUTEb B BaHHY Y/IbTPA3BYKOBOMW OUMCTKU C
(hepMeHTATUBHBLIM MOIOLLYIM PacTBOPOM U BbiAEPXKUBAIATE €ro
B BaHHe B TEUYEHME KaK MUHUMYM 10 MUHYT Npu TeMnepaType
40°C.

OTCoeyHUTE PasbeM OT BaHHbI Y/IbTPa3BYKOBOM OUMCTKM,
OUWCTMTE ero NPV MOMOLLM LLIETKU C MSArKOI HelANoHOBOI
LUETUHON 1 NPOMOIATE ANCTUITIMPOBAHHOW BOLON, YTOGLI
YAannTb BCE OCTATKM MOHOLLIErO CPe/CTBa.

AKKYPaTHO NMPOMOIATE COBAVHWTESb U3HYTPU 11 CHapPYXXW,
HanpaBVB Ha HEro CTPYHD CXKAToro Bo3ayXa.

Mo 3aBepLLEHNM MPOLEAYPbl YUCTKM MPOBEPLTE MPU MOMOLL
(hoHapyKa W LpYroro MoAXOAALLEro VHCTPYMEHTA Ha/inime
OCTaBLLIMXCS 3arpsi3HEHMIA Ha Tpy6Kax. Mpy HeoGXoaUMOCTH,
MOBTOPUTE LKIT OUMCTKN.

epMETUYHO 3anaKyiiTe COeaMHUTESb B OfHOPA30BbI/ MakeT
4715 CTepunm3aumn. MpocTepunn3yiite CoeauHUTENb B
MapoBOM aBTOK/IaBe.

Ctp. 25
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AHTNIACKUIA
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05 UYWNCTKA N CTEPUNNIALNA

OunCTUTE NOBEPXHOCTU CTEPXKHA 1 [EPXKATENS HAKOHEYHMKA
MSIFKOI TKaHbIO C HU3KVIM BOPCOM, CMOY€EHHOM B
(hepMeHTATUBHOM MOIOLLIEM PacTBOpE,

Y panuTe OCTaTkyi MOIOLLErO CPeACcTBa MArKON TKaHbio ¢
HU3KVIM BOPCOM, CMOYEHHOW B AVCTUNIMPOBAHHOW BOZE.

Mo 3aBepLLEHNN MPOLEeaYPbl YUCTK MPOBEPbLTE MPU MOMOLLW
(hoHapyKa WK Apyroro NOAXOASLUErO MHCTPYMEHTA Ha/uve
OCTaBLLYIXCS 3arpsi3HEHMIA Ha CTepyXHE 1 onope. Mpu
HeoGX0AMMOCTH, NMOBTOPUTE LWKIT OUMCTKN.

@ TepmMeTMUHO 3amaKyiiTe CTepyKeHb M OMopYy HaKOHEUHMKA B
b  oTaenbHble OHOPA30BbIE MAKETbI A/1A CTEPUMIALAN.
p CTepunnsauya B napoBoM asToK/age.
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AHTNIACKUIA
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05 -> UACTKA U CTEPUNNIALUNA

MomecTUTe NOABMXKHBIA DMKCATOP HAKOHEYHMKA B
MPUrOTOB/EHHBIA (hePMEHTATUBHBIA MOIOLLMIA pacTBop;

MpomoiiTe AUNCTUNNMPOBAHHON BOAON W aKKYypaTHO
BbITPUTE (DMKCATOP HACyXo;

Mo 3aBepLIEHNN MPOLeAYPbl YUCTKM NPOBEPLTE NpU
MOMOLLM (hOHAPUKA WU APYTOro NOAXOASLLErO
WHCTPYMEHTA Ha/Inume OCTaBLUMXCS 3arpsi3HEHNA Ha
(hukcaTope. MNpy HeOGXOAMMOCTM, MOBTOPUTE LMK
QUMCTKM;

| [epMeTUYHO 3amakyiTe UKcaTop B OAHOPA30BLIA MaKeT

5 ANs CTepUan3aLuu.
4 TlpocTepunuayiTe (rKcaTop B NapoBOM aBTOK/ABE.
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AHMNACKNI

N«lMbesocepaxepu®Tau» (Piezosurgery®touch)

CMNOCOBb CTEPUNN3ALNI - nogsuKHbIN (PUKCaTOp HaKOHEUYHMKA

Crepunumsaums B NapoBoM aBTOK/ABE [O0/HKHA BbINOMHATLCA B
COOTBETCTBUW C HIDKEYKa3aHHbIMY NnapameTpamu,
Ba/IMAMPOBaHHLIMU KOMMaHmel "MekTpoH" (Mectron), ¢
LIe/bio JOCTUXEHWS YPOBHSA 0becrneveHns ctepunbHocTy (SAL
106):

- 3-KpaTHasd npoueypa npeaBapuTeNbHOrO BakyyMUpPOBaHUS
(MuH. gaBneHve 60 mbap).

- Temneparypa crepunmsaupmn 132 °C
(uHTepsan ot 0°C po +3°C);
MpOoAOMKATENBHOCTDL LMK/TA CTEPUIN3ALMA: 4 MUAHYTBI.

- MuHumansHoe Bpemsa Cylwkn 10 MUHYT.

CTepI/U'IVI3aLI,VIF| Ha BCeX aTanax Ao/mKHa OCYLLIECTBNATLCA
orneparopom B COOTBETCTBUA C Tpe6OBaHVIFIMI/I CTaHOapTOB
YHW 3H UCO (UNL EN 1SO) 17665-1:2007, YH 3H UCO
(UNL EN 1S0) 556-1:2002 1 AHCW/AAMU (ANSI/AAMI)
CT(ST) 46:2002.

© BHVMAHWE! lNpoBepka Ha MH(eKuumn « detanm,
nofnexaluye ctepunusaumm - MNepes ctepunmsaumeii
aKKypaTHO yfannTe BCe OCTaTKV OPraHnYecKnX 3arpssHeHuiA

OCTOPOXXHO! BbinosHsiiTe CTEpUAM3aLmio
VCKTIOUMTE/NBHO B MapoBOM aBTOK/TaBe. He ucnonb3yiire
Mpoumne Crocobbl CTEPMAM3aLMN (CYXOXKapoBas CTepUn3aLms,
cTepunmsaLms 06yyeHneM, STUMIEHOKCMAO0M, rasoMm,
HU3KOTEMMEePaTypHOiA Nasmoii 1 T.4.).

A OCTOPOXXHO! He npesbiwaiiTe npegensHO
[0MNyCTMYHO Harpy3Ky Ha NapoBOii CTepUIA3aTop.

VIHCTpYKUMN 1 peKOMeHZauMK, NpyBeAeHHbIE B HACTOSLLEM [JOKYMEHTE, He UMEHOT 00653aTe/TbHON CUMbl U
MOTYT 6bITb M3MEHEHbI 6e3 NpeABapUTENIbHOMO YBEAOM/TIEHNS.

Bepcus HacTosILLEro pyKoBOACTBA Ha UTANIbIHCKOM SA3bIKe SBNSETCA UCXOAHOM, 6a30B0I Bepcuiel
[OKYMeHTa, Ha OCHOBaHMM KOTOPOI Obln pa3paboTaHbl BEpCUM Ha ApYrux s3blkax. B ciyyae
BO3HUKHOBEHWS PA3HOUTEHUIA MEXY TEKCTOM MCXOAHON BEPCUN U BEPCUM Ha APYTrOM A3blKe
NPenMYLLECTBEHHYIO CUTy BYeT UMETb BEPCUS HA UTASTbAHCKOM A3bIKE.

Bce n306padkeHnst, TEKCTOBasA M rpadiyyeckast MHhopMaLms B HACTOSALLIEM PYKOBOACTBE SBNSETCS
WHTENNIEKTYa/IbHOM COBCTBEHHOCTLIO KoMMaHuy “MekTpoH C.n.A." (Mec(ron 8.p.A.), Kapacko, Uranms.

Bce npaBa 3aLLLLEHBI.
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MepeBod AAHHOTO TEKCTA C aHrMIACKOro, UTaNbsHCKOTO, HEMELIKOTO, (hPaHLLy3CKOro U MCMAHCKOTO 53bIKOB Ha
pycCKuiA $3bIK CAenaH MHOI, nepesofunkoM CemepHuHbIM Onerom CepreeBuyemM. TpeGOBaHWSI K TEKCTY
nepesoga (MakcMMasibHasi PreyllCcThb, IPamMOTHOE M3/T0>KEHWE) MHE Pa3bsiCHEHBI.

Mopog Mocksa.
[JBaguaTb WecTOro espais Ase ThiCAYM LLECTHALLATOro roga.

A, Akumos ne6 bopucosuy , HOTapuyc ropoga MoCKBbl CBUAETENbCTBYH NOAMMHHOCTb NoANUany3uuenaHHow
nepesogunkom CemepHuUHbIM Onerom Cepreesmyem B MOEM MPUCYTCTBUW. JIMYHOCTb €ro ycTa Ksnsyny 29

3aperucTpupoBaHo BpeecTpesalNe //" N5 "H
B3bickaHo no Tapudy 300 py6., u3 Ta 200 py6. n.T.p.

HoTapwuyc:

Bcera™pu~ypd~ruo, '.pOBaHO 1 CKpenneHo
neyaTb

HoTapwuyc:

2%
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PIEZOSH

01.4 >SAFETY PRECAUTIONS

A WARNING: Do not install the
device in places where there is a risk
of expiosion. The device cannot operate
in environments where anesthetic or
flammable mixtures are present.

® CAUTION: In the case that the end
user, when operating in his or her own
medical study or clinic, must subject the
electro-medical equipment and systems
to periodical inspections in order to
adhere to imposed requirements, the
test procedures that must be applied to
electro-medical equipment and systems
to evaluate safety must be performed in
line with norm EN 62353 'Electro-medical
devices - Periodical inspections and tests
to be performed after repair interventions
on electro-medical devices'.

A WARNING: Checking device status
before the treatment.

Always check that there is no water
underneath the device. Before every
treatment, always check that the

device works perfectly and that the
accessories are efficient. In case you
uncover operating abnormalities, do

not perform the treatment. Contact an
Authorized Mectron Service Center if the
abnormalities concern the device.

® CAUTION: The electrical system of the
premises in which the device is installed

and used must be compliant to the norms
in force and to the relative electrical safety

precautions,

® CAUTION: To avoid any risk of electric

shock this device must be grounded.

A WARNING: when the lid of the
peristaltic pump is open, the foot pedal
of the PIEZOSURGERY® White must not be
operated. The parts in movement may
cause harm to the operator.

A WARNING: All the accessories of
the new or repaired devices are not
sterile. All new and repaired accessories
are supplied in non-sterile conditions.
Before use, and after each treatment, they
must be cleaned and sterilised in strict
compliance with the instructions given in
the Cleaning and Sterilization Manual.
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A WARNING: Infections control.

To ensure maximum safety of the patient
and the operator, before using all the
reusable parts and accessories, make sure
you have first cleaned and sterilized them,
following the instructions of the Gleaning
and Sterilization Manual.

® CAUTION: Contraindications.

Allow reusable, autoclavable items (the
handpiece, the inserts, the torque wrench,
and any other accessory that can be
sterilized ) to gradually return to room
temperature after steam sterilization and
prior to usage. The cooling process must
not be accelerated.

A WARNING: Breakage and wear-out
of the inserts. High frequency oscillations
and wear-out may, in rare circumstances,
lead to the breakage of the insert.
Deformed or otherwise damaged inserts
are susceptible to breakage during their
use. These inserts must never be used.

If an insert breaks, check that none of its
fragments remain in the treated part and,
at the same time, apply effective suction
to remove them.

The patient must be instructed to breathe
through his nose during the treatment,
or adental dam must be used to prevent
the patient from ingesting fragments of
broken inserts.

When the nitride coating wears out,

the cutting efficiency decreases; re-
sharpening the insert damages it and is
therefore forbidden. Check that the insert
isnot worn out. Use of aworn-out insert
reduces the cutting performance and can
cause necrosis of the bone surface treated.
During the intervention, frequently check
that the insert is intact, especially in its
apical part.

During the intervention, avoid prolonged
contact with retractors or with metallic
instrumentation in use. Do not exert
excessive pressure on the inserts during

their use.

A WARNING: only use original Mectron

inserts, accessories, and spare parts.



A WARNING: Contraindications. bo
not use the PIEZOSURGERY® white on
patients who carry heart stimulators
(Pace-makers) or other implantable
electronic devices. This precaution also
applies to the operator.

(D CAUTION: Contraindications. po not
perform treatments on prosthetic artifacts
made of metal or ceramics. The ultrasonic
vibrations could lead to the de-cementing
of the artifacts.

A WARNING: Contraindications.
Interference from other equipment.

An electrical scalpel or other electro-
surgical units near the PIEZOSURGERY*
white device may interfere with its correct
operation.
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01 >INTRODUCTION

A WARNING: Contraindications.
Interference with other equipment.
Though compliant to the standard IEC
60601-1-2, the PIEZOSURGERY® White may
nonetheless interfere with other devices
nearby.

The PIEZOSURGERY® Wwhite must not be
used near to or stacked on other devices.
However, if this were to prove necessary,
you must check and monitor correct
operation of the device in that
configuration.

(T)CAUT|ONZ No modification of this

equipment is allowed.
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03 . DELIVERY
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04.1 4 FIRST INSTALLATION

The device must be installed in a comfortable
place suitable for its use.

The PIEZOSURGERY® White can be purchased
ready for it to be used instantly or may have

to be enabled by typing an activation key.

04.2 4 SAFETY PRECAUTIONS DURING

/K WARNING; Contraindications.
Interference with other equipment.
Though compliant with the standard IEC
60601-1-2, the PIEZOSURGERY® White may
nonetheless interfere with other devices
nearby. The PIEZOSURGERY® white must
not be used near to or stacked on other
devices. However, if this were to prove
necessary, you must check and monitor
correct operation of the device in that
configuration.

WARNING: Contraindications.
Interference from other equipment.
An electrical scalpel or other electro-
surgical units near the PIEZOSURGERY®
white device may interfere with its correct
operation,

(D CAUTION: The electrical system of the
premises in which the device is installed
and used must be compliant to the norms
in force and to the relative electrical safety
precautions.

(D CAUTION: To avoid any risk of electric

shock this device must be grounded.

A WARNING: Do not install the
device in places where there is a risk
of explosion. The device cannot operate
in environments where anesthetic or
flammable mixtures are present.

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

04  INSTALLATION

In the case that your device requires an
activation key, the procedures to follow may
vary from country to country.

Always refer to your retailer to obtain
information on the above.

INSTALLATION

® CAUTION: Always position the device
in way so that the power switch is easily
reachable, since this switch is considered
as a load-break switch.

A WARNING: when the lid of the
peristaltic pump is open, the foot pedal
of the PIEZOSURGERY® White must not
be operated. The parts in movement may
cause harm to the operator.

A WARNING: Install the device in a
place protected against collisions or

against accidental sprays of water or
liquids.

A WARNING: Do notinstall the device
above or near heat sources. Foresee
adequate air circulation around the device
when installing it. Leave adequate space,
especially near the fan placed on the back
part of the device.

(T) CAUTION: Do not expose the device

to direct sunlight or to sources of UV light.

(|) CAUTION: The device can be
transported, but it must be handled with
care when it is displaced. Position the foot
pedal on ground, so that it can only be
activated intentionally by the operator.

© CAUTION: Before connecting the
handpiece cord to the device, make sure
that the electrical contacts are perfectly dry.
If need be, dry them with compressed air.

11
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04 «=>INSTALLATION

mposition the tube in the pump;

mclose the pump cover completely;

A WARNING: When the lid of the
peristaltic pump is open, the foot pedal
of the PIEZOSURGERY® white must not
be operated. The parts in movement
may cause harm to the operator.

Connect the silicon tube end to the flow
adjuster;

Connect the flow adjuster to the liquid bag
used for the treatment (bag not supplied).
Hang the bag to its specific support rod;

Connect the foot pedal to the back of
the device in the socket marked with the
symbol A . by means of the plug of the
pedal cable, until you hear a "click" sound;

(D CAUTION: The user must pay
particular attention to the foot pedal
positioning, so that the pedal can
only be activated by the operator,
intentionally.

Insert the power supply cable in its
connection located at the back of the
device. Connect it to the power outlet;



05  USE
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PIEZOSURGERY ®»vftiie

05.3

A, WARNING: Before starting to
operate with the device, make sure that
you have stock material (handpiece,
inserts, wrenches) available to use in
case the device stops due to a fault or of
inconveniences.

(D CAUTION: Contraindication. bo not
perform treatments on prosthetic artifacts
made of metal or ceramics. The ultrasonic
vibrations could lead to the de-cementing
of the artifacts.

A WARNING: Contraindications. po
not use the PIEZOSURGERY® white on
patients who carry heart stimulators
(Pace-makers) or other implantable
electronic devices. This precaution also
applies to the operator.

A WARNING: Checking device status
before the treatment. Always check
that there isno water underneath the
device. Before every treatment, always
check that the device works perfectly and
that the accessories are efficient. In case
you uncover operating abnormalities, do
not perform the treatment. Contact an
Authorized Mectron Service Center if the

abnormalities concern the device.

(T) CAUTION: The handpiece, because
of its shape, can roll. The handpiece must
always be placed on its holder when not
in use.

© CAUTION: FLUSH function. after
the device is used with aggressive and
non-aggressive solutions, it is necessary
to perform a cleaning cycle on the tubes
and the handpiece with the FLUSH
function (see Cleaning and Sterilization
Manual). If the tubes are not cleaned, the
crystallization of the salts may seriously
damage the device.

® CAUTION: Contraindications.

Allow reusable, autoclavable items (the
handpiece, the inserts, the torque wrench,
and any other accessory that can be
sterilized ) to gradually return to room
temperature after steam sterilization and
priorto usage. The cooling process must
not be accelerated.
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i SAFETY PRECAUTIONS BEFORE AND DURING USE

A WARNING: Infections control.

First use: All new and repaired accessories
are supplied in NON STERILE conditions.
Before use, and after each treatment, they
must be cleaned and sterilised in strict
compliance with the instructions given in
the Cleaning and Sterilization Manual.

Subsequent USES: After every treatment,
clean and sterilize all the reusable parts

and accessories, following the instructions
provided in the Cleaning and Sterilization

Manual.

© CAUTION: The electrical contacts
inside the cord connector must be
dry. Before connecting the handpiece to
the device, make sure that the electrical
contacts of the connector are perfectly
dry, especially after the sterilization cycle
in autoclave. If need be, dry the contacts
by blowing compressed air onto them.

© CAUTION: FLUSH function. The
FLUSH function must be used after every
treatment, before starting the cleaning
and sterilization procedures.

A WARNING: To ensure that the
handpiece cools down, always activate it
with the irrigation circuit correctly installed
and filled. To fill the irrigation circuit,
always use the PUMP function

A WARNING: Treatments that require
irrigation. Always check operation of the
irrigation before and during use. Make
sure the fluid outflows from the insert.
Do not use the device ifthe irrigation
does not work or if the pump is defective.

A WARNING: Only use original
Mectron inserts, accessories, and spare
parts.

A WARNING: Use of non-original
Mectron inserts: this use entails finite
damage to the handpiece threading, thus
compromising correct operation and
risking to cause harm to the patient.

© CAUTION: To correctly use the

device, you must press the foot pedal
and start it with the insert not making
contact with the partto be treated, so



that the electronic circuit can recognize
the best point of resonance of the insert
without interferences, allowing its optimal
performance.

A WARNING: Before every treatment,
make sure that the insert appropriate

for the treatment is inserted on the
handpiece.

Exclusively use the Mectron torque wrench
to fasten the insert to the handpiece,

A WARNING: The patient must not

come into contact with the device body or
the foot pedal.

A WARNING: po not change the insert

while the handpiece is operating, tp
prevent causing wounds to the operator.

A WARNING: During the tightening and

removing operations, the user must pay
particular attention to avoiding injury from

inserts with sharp points and cutting edges.

A WARNING: Breakage and wear-out
of the inserts. High frequency oscillations
and wear-out may, in rare circumstances,
lead to the breakage of the insert.

Do not bend, change shape of, or
re-sharpen an insert in any way.

Bending an insert or applying leverage on
it can lead to its breakage.
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05 = USE

Deformed or otherwise damaged inserts
are susceptible to breakage during their
use. These inserts must never be used.
Excessive pressure on the inserts during
their use can lead to their breakage.

If an insert breaks, check that none of its
fragments remain in the treated part and,
at the same time, apply effective suction
to remove them.

The patient must be instructed to breathe
through his nose during the treatment,
or adental dam must be used to prevent
the patient from ingesting fragments of
broken inserts.

When the nitride coating wears out,

the cutting efficiency decreases; re-
sharpening the insert damages it and is
therefore forbidden. Check that the insert
isnotworn out. Use of aworn-out insert
reduces the cutting performance and

can cause necrosis of the bone surface
treated.

During the intervention, frequently

check that the insert is intact, especially
its top.

During the intervention, avoid prolonged
contact with retractors or with metallic
instrumentation in use.
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OBTUSE

Put the insert inside the wrench as shown;

Firmly hold the central body of the
handpiece;

(|) CAUTIONIThe handpiece must not
be grabbed by its terminal part and/or
cord, but only by its central body.

The handpiece must not be rotated, but
must be grasped firmly, and you must
only rotate the wrench.

Rotate the wrench clockwise until the
friction snaps (the external body of the
wrench rotates compared to the handpiece,
emitting mechanical "CLICK" sounds).

The insert is now perfectly tightened;

On the keyboard, select the type of
function and irrigation necessary.

(T) CAUTION: For the correct setting
of the Function parameters with the
specific insert you wish to use, consult
the Chart annexed to this manual titled
"Appropriate settings for the inserts

on the PIEZOSURGERY® white" or the
illustrative leaflet of the Mectron insert
you've purchased.

After each use of the PIEZOSURGERY® white run a complete cleaning cycle on the irrigation
circuit (PUMP/FLUSH function) using an enzymatic detergent solution, to be followed by a
rinse with distilled water (see the Cleaning and Sterilization Manual).

Switch the device off by means of the 0/1 switch.

Disconnect all accessories before proceeding with their cleaning and disinfection.

21
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05.5

PIEZOSURGERY®ivft/ie

A WARNING:

- When the titanium nitride coating is:
visibly worn out, the insert must be
replaced. Use of an overly worn out
insert reduces its cutting efficiency.

Diamond-coated inserts: the diamond

inserts must be replaced when the
titanium nitride coating is visibly worn

out and, at any rate, after a rfiaximum of

10 treatments,

Do not activate the handpiece while
the insert isin contact with the treated
part, so that the electronic circuit Can
recognize the best point of resonance
of the insert and allow its optimal
performance.

- Check the condition of wear of the
insert and that it is intact before and
during every use. In the event that a
drop in performance becomes apparent,
proceed to replace it.

Use original Mectron inserts only. Use
of non-original inserts, in addition to
voiding the warranty, damages the
threading of the PIEZOSURGERY®
handpiece, with the risk of no longer
being able to screw the original inserts
correctly during subsequent use.
Moreover, the device settings are tested
and guaranteed to operate correctly
only when original Mectron inserts are
used.
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>IMPORTANT INFORMATION ON THE INSERTS

~Do riot Change the shape of the insert
in any way by either bending or filing it.
This could cause itto break.

- Do not use an insert that has suffered
any type of deformation.

- Do not attempt to sharpen the insert
used.

- Always check that the threaded parts
of the insert and of the handpiece are
perfectly clean - see the Cleaning and
Sterilization Manual.

- If excessive pressure is applied on the
insert, it can cause the insert to break
and possibly harm the patient.

- For information on how to correctly use
the inserts, consult the annexed sheet
"Appropriate settings for the inserts
on the PIEZOSURGERY® white" or the
illustrative leaflet of the Mectron insert

you've purchased,

mBefore using the PIEZOSURGERY*

white, make sure you have prepared the
operatory site by having first moved
away the soft tissues, to avoid damaging
them. It may happen that, while cutting
the bone, accidental contact of certain
parts of the insert with the soft tissues
inflicts small traumas. To minimize this
risk, use specific protective instruments.
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If the device is not used for prolonged time,
observe the following recommendations:

1 Disconnect the device from the electrical
network:

2 Ifthe period of disuse is prolonged, put
the device back in its original package and
store it in a safe place;

3 Prior to using the device again, clean and

sterilize the handpiece, the inserts, the
wrench, the tubes, and the connectors.

06 > MAINTENANCE

following the instructions provided in the
Cleaning and Sterilization Manual;

4 Check that the inserts are not worn out,
deformed, or broken, placing special
attention to the integrity of their tip.

A WARNING: Periodically check that
the electrical power cable is intact; if it
is damaged, replace it with an original
Mectron spare part.

DISPOSAL MODES AND PRECAUTIONS

A WARNING: Hospital wastes.

Hospital wastes. Treat the following items

as hospital waste:

- Inserts: when they are worn out or
broken;

- Flow adjuster: at the end of each
intervention:

- Peristaltic pump tube: after 8 sterilization
cycles;

- Torque wrench for inserts: when worn
out or broken.

The use and throw-away materials and
materials that entail a biological risk must be
disposed of in accordance to the norms in
force locally concerning hospital wastes.
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PIEZOSURGERY® white must be disposed of

and treated as a waste for separate collection.

Disregard of the previous points may entail a
fine, pursuant to Directive 2002/96/CE.

It is up to the purchaser to hand over

the device for its disposal to the retailer
who supplies him new equipment; the
instructions for proper disposal are available
from Mectron.
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TECHNICAL DATA

Device compliant to Dir. 93/42/CEE:
Classification as per EN 60601-1:

Device for intermittent operation:

Power supply voltage:
Max. power absorbed:
Fuses:

Operating frequency:

Power types:

Peristaltic pump capacity:

LED system of the PIEZOSURGERY®
touch handpiece (optional):

Protections of the APC circuit:

Operating conditions:

Transport and storage conditions:

Peristaltic pump tube:
Weights and sizes:
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Class Il a

|

Applied part type B (handpiece, insert)

IP20 (device)

IP 22 (foot pedal)

50sec, ON - SOsec. OFF with irrigation

30sec. ON - 120sec. OFF without irrigation (ENDO,
PERIO

100-240 Vac 50/60 Hz

Type 5X20 mm T 2AL, 250V

Automatic scan
From 24 KHz to 36 KHz

Adjustable on the touch screen;

ENDO/ PERIO- 7 flow levels: from 0 to 6

(from O to approximately 75ml/min)

SPECIAL/ CANCELLOUS/ CORTICAL/ IMPLANT
6 capacity levels: from 1to 6

(from 8 to approximately 75ml/min)

With PIEZOSURGERY® touch handpieces the LED
light is switched on by pressing the foot pedal,
it automatically switches off 3 seconds after the
pedal is released.

No handpiece detected

Cord interruption

Insert not tightened correctly or broken
from +10°C to +35°C

Relative humidity from 30%to 75%
Pressure of air P. 800hPa/1060hPa

from -10°C to +70C
Relative humidity from 10% to 90%
Pressure of air P. 500hPa/1060hPa

It is advisable not to exceed 8 sterilization cycles
32 Kg L-W-H 300x250 x95 mm



08.1

A WARNING; Interference with
other equipment. Though compliant
with the standard IEC 60601-1-2, the
PIEZOSURGERY® white may nonetheless
interfere with other devices nearby.
The PIEZOSURGERY® white must not
be used nearto or stacked on other
devices. However, if this were to prove
necessary, you must check and monitor
correct operation of the device in that
configuration.

A WARNING: Portable and mobile radio
communication appliances may affect the

correct functioning of the device.

08;tJECHNICAL

>ELECTROMAGNETIC COMPATIBILITY EN 60601-1-2

A WARNING: Interference from
other equipment. An electrical scalpel
or other electro-surgical units near
the PIEZOSURGERY® white device may
interfere with its correct operation.

A WARNING: The device requires
specific EMC precautions and must be
installed and activated in accordance
with the EMC information given in this
paragraph.

Guidance and manufacturer's declaration - Electromagnetic emissions

The PIEZOSURGERY® white is intended for use in the electromagnetic environment
specified below. The customer or user of the PIEZOSURGERY® white should ensure that it is

used in such an environment.

Emissions test Compliance
RF emissions Group 1
CISPR 11
RF emissions Class B
CISPR 11
Harmonic emissions Class A
IEC 61000-3-2
Voltage fluctuations / Complies
flicker emissions
IEC 61000-3-3
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Electromagnetic environment - Guidance

The PIEZOSURGERY® white only uses RF
energy for internal function. Therefore, its FR
emissions are very low and are not likely to
cause any interference with nearby electronic
equipment.

The PIEZOSURGERY® white is suitable for
use in all establishments, including domestic
establishments and those directly connected
to the public low-voltage power supply
network that supplies buildings used for
domestic purposes.
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RY®wftite

Guidance and manufacturer's declaration - Electromagnetic immunity

The PIEZOSURGERY® white is intended for use in the electromagnetic environment
specified below. The customer or user of the PIEZOSURGERY® white should ensure that it is
used in such an environment.

Immunity
test

Electrostatic
discharge (ESD)
IEC 61000-4-2

Electrical fast
transient/burst
IEC 61000-4-4

Surge
IEC 61000-4-5

Voltage

dips, short
interruptions and
voltage variations
on power supply
input lines

IEC 61000-4-11

Power frequency
(50/60 Hz)
magnetic field
IEC 61000-4-8

f
I

Test level
IEC 60601

+6 kV contact
+8 kV air

+2 kV for power
supply lines

+1 kV for input/
output lines

+1 kV differential
mode

+2 kV common mode
<5%UT(>95%dip

in Ut) for 0,5 cycles

40 % Ut (60 % dip
in Ut) for 5 cycles

70 % Ut (30 % dip
in Ut) for 25 cycles

<5%Ut

(>95 % dip in Uy
for5s

3 A/m

Compliance
level

The device continues
to work regularly and
in safety

The device continues
to work regularly and
in safety

The device continues
to work regularly and
in safety

The device can vary
from the required
levels of immunity
with a duration of
<5%/>95%/5sas
long as the device
remains in safety, no
malfunctions have
been dected and can
be restored to
pre-test status with
the intervention of
the operator

The device continues
to work regularly and
in safety

N.B.: Utis the AC mains voltage prior to application of the test level.
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Electromagnetic
environment - Guidance

Floors should be wood,
concrete or ceramic tile.
If floors are covered with
synthetic material, the
relative humidity should
be at least 30%.

Mains power quality
should be that of a
typical commercial or
hospital environment.

Mains power quality
should be that of a
typical commercial or
hospital environment.

Mains power quality
should be that of a
typical commercial or
hospital environment.

Power frequency
magnetic fields should
be at levels characteristic
of atypical location in a
commercial or hospital
environment.
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Guidance and manufacturer's declaration - Electromagnetic immunity

The PIEZOSURGERY® white is intended for use in the electromagnetic environment
specified below.

The customer or user of the PIEZOSURGERY® white should ensure that it is used in such an
environment.

Immunity Test level Compliance Electromagnetic environment
test IEC 60601 level Guidance

Portable and mobile RF
communications equipment should
be used no closer to any part of the
device including cables, than the
recommended separation distance
calculated from the equation
applicable to the frequency of the
transmitter.

Conducted RF 3 Veff The device Recommended separation distance
IEC 61000-4-6 from 150 kHz continues to d=12VP
to 80 MHz work regularly
Radiated RF 3Vim and in safety = 1,2 VP from 80 MHz to 800 MHz
IEC 61000-4-3 from 80 MHz d = 2,3 VP from 800 MHz to 2,5 GHz
to 2,5 GHz

where P isthe maximum output
power rating of the transmitter

in watts (W) according to the
transmitter manufacturer and d
isthe recommended separation
distance in metres (m).

Field strengths from fixed RF
transmitters, as determined by an
electromagnetic site survey”, may
be less than the compliance level in
each frequency range*’.
Interference may occur in the vicinity
of equipment marked with the
following symbol:

(«b>)

N.B.:

(1) at 80 MHz and 800 MHz, the higher frequency range applies.

(2) These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people.

a Field strengths from fixed transmitters, such as base stations for radio (celiular/cordless) telephones and land
mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically
with any reasonable accuracy. To assess the electromagnetic environment due to fixed RFtransmitters, an
electromagnetic site survey should be considered. If the measured field strength in the location in which the
PIEZOSURGERY" white is used exceeds the applicable R= compliance level given above, the PIEZOSURGERY

white should be observed to verify normal operation. If abnormal performance is observed, additional measures

may be necessary, such as re-orienting or relocating the PIEZOSURGERY* white.
b Over the frequency range from 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
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Recommended separation distances between portable and mobile RF
communications equipment and the PIEZOSURGERY”" white

The PIEZOSURGERY® white is intended for use in an electromagnetic environment in which
radiated RF disturbances are controlled. The customer or user of the PIEZOSURGERY®
white can help prevent electromagnetic interference by maintaining a minimum distance
between portable and mobile FRcommunications equipment (transmitters) and the
PIEZOSURGERY® white as recommended below, according to the maximum output power
of the communications equipment.

Rated maximum Separation distance according to the frequency of transmitter'm’
OUtPULPOWEr  from 150 kHz to 80 from 80 MHz to 800  from 800 MHz to 2,5
of transmitter MHz MHz GHz

W d=12VWP d=12VP d=23VP
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 2,3

10 3,8 3,8 7,3

100 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended
separation distance d in metres (m) can be calculated using the equation applicable to
the frequency of the transmitter, where P is the maximum output power rating of the
transmitter in watts (W) according to the transmitter manufacturer.

N.B.:

(1) at 80 MHz and 800 MHz, the higher frequency range applies.

(2) These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people.
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TROUBLESHOOTING

09.1

DIAGNOSTIC SYSTEM AND SYMBOLS ON KEYBOARD

Il PIEZOSURGERY® white is equipped with a diagnostic circuit that allows to detect operating
abnormalities and to view their type on the keyboard via their relative symbol. By using the
following chart, the user is guided toward the identification and possible solution of the
malfunction detected.

Symbols
on keyboard

»Possible cause

Handpiece cord contacts wet

PIEZOSURGERY® handpiece not
connected to device

Handpiece failure

Sync circuit malfunction

Insert not tightened correctly on
handpiece

Insert broken, worn-out or
deformed

Handpiece cord contacts wet

Peristaltic pump malfunction

Silicon tubing not positioned
correctly inside the pump

The device has been turned off and
on again without waiting 5 seconds

Abnormalities on electrical network
or excessive electrostatic discharges
or internal abnormalities

Turn-on procedure incorrect; the
device has been turned on with the
foot pedal pressed
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Solution

Thoroughly dry the contacts with
compressed air

Connect the handpiece

Replace the handpiece

Contact an Authorized Mectron
Service Center

Unscrew the insert and correctly
screw it on again with the Mectron
torque wrench (see paragraph 05.4)

Replace the insert

Thoroughly dry the contacts with
compressed air

Check that there are no
impediments to pump rotation

Correctly reposition the silicon
tubing inside the pump
(see paragraph 04.3)

Turn device off and wait 5 seconds
before turning it on again

Turn device off and wait 5 seconds
before turning it on again

If the signal persists, contact an
Authorized Mectron Service Center

Check that the foot pedal is not
pressed. If the problem persists,
disconnect the pedal and, if need
be, contact an Authorized Mectron
Service Center
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09.2

1 Problem

The device does not
turn on after having
brought the switch into
position "1

The device ison
but not working. On
the display no error is
signalled

The device is on but
not working. One of the
following symbols is
active on the screen:

A
A slight whistling
sound coming from
the PIEZOSURGERY®

handpiece is heard
during operation.

30
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Possible cause

The electrical power cable
terminal is badly inserted in
[ .
the rear plug of the device

The electrical power cable is
defective

The fuses are out of order

The foot pedal plug is
incorrectly inserted in the
device socket

The foot pedal does not work

See paragraph 09.1 for the
possible cause, according
to the symbol active on the
display

The insert is not correctly
tightened on the handpiece

The irrigation circuit has not
been completely filled

>QUICK SOLUTION TO PROBLEMS

Solution

: Check that the power supply
cable is firmly connected

:Check that the power supply
socket works properly.
Replace the electrical power
cable

Replace the fuses
(see paragraph 09.3)

Correctly insert the pedal plug
in the socket on the back of the
device

Contact an Authorized Mectron
Service Center

See paragraph 09.1 for the
action to undertake, according
to the symbol active on the
display

j Unscrew and correctly screw the
\ insert again with the Mectron
torque wrench
(see paragraph 05.4)

Fill the irrigation circuit via the
PUMP function
(see paragraph 05.4)
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Problem Possible cause Solution
; The insert type does not j Use an insert type with liquid
foresee liquid passage | passage
:The insert is obstructed | Unscrew the insert from the

lhandpiece and free the insert
i water passage by blowing
;compressed through it.

j If the problem persists, replace
*the insert with a new one

No liquid outflows

from the insert during
operation

' The handpiece is obstructed i Contact an Authorized Mectron
| Service Center

: The irrigation level on the | Adjust the irrigation level
; screen is adjusted on "0"

I The liquid bag isempty j Replace the bag with a full one

The air inlet of the flow i Open the air inlet of the flow
adjuster has not been opened I adjuster

' The silicon tubing are | Check the connections
incorrectly installed i of silicon tubing
. ; Excessive pressure of the 1Check that the tube
The device works o ) . o ) A !
;impeller on the peristaltic | inside the peristaltic pump is
properly but the pump ) .
i pump tube j properly positioned

strains/stresses (See paragraph 04.3)

The pump turns i The lid of the peristaltic pump | Check that the lid of the
correctly, but when it iis not closed correctly | peristaltic pump is perfectly
stops, jclosed (See paragraph 04.3)

liqguid outflows from
the handpiece

i The insert is not correctly j Unscrew and correctly screw the
Itightened on the handpiece ;insert again with the Mectron
Insufficient torque wrench
performance
Insert broken, worn-out, or ; Replace the insert with a new
ideformed one
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09.3 > REPLACEMENT OF THE FUSES

A WARNING: Switch the device off.
Always turn the device off with the
main switch and disconnect it from
the electrical power socket before
performing the following intervention.

Apply leverage with a flat screwdriver,
inserting its tip in the seat of the fuse-
holder drawer located under the power
supply socket;

Pull out the fuse-holder drawer;

A \WARNING: Replace the fuses,
complying to the characteristics
indicated in Chapter 08 - TECHNICAL
DATA

Reinsert the drawer in its housing.

32
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- ycTaHoBUTE TPY6KY B HACOCE;
- MOJIHOCTbIO 3aKpOoiiTe KPbIWKY Hacoca,;

BHVUMAHWE! He HaxumaliTe neganb

annapata P 708uKCEKY®\¥biie npn oTKpbl T O
KpblW Ke NnepucTanbTUYECKOro Hacoca. NMoABUXHbIE
4yacTu MexaHM3MOB MOTYT CTaTb NPUYNHOI TPaBM
pa3HON CTeneHn TSHXEeCTH.

MoacoeAuHNUTe WTYLEp CUMKOHOBOW TPY6GKM K
perynstopy pacxoga.

MoacoeAnHNTE perynaTop pacxofa K nakeTy c
(h3pacTBOpPOM, UCNOMbL3YEMOMY ANs leueHuns (nakeT
He BXOAUT B KOMMNJ/EKT NocTaBku). 3akpenuTte nakeT
C (h”3pacTBOPOM Ha creymanbHoll cTolike.

MopknounTe negans K 3afHell naHenu yctpolicTea:
ONA 3TOro BCTaBbTe CETEBON LWTekep nejanv B
rHe3fo, 0603Ha4YeHHOe CUMBOJIOM, 10 XapakTepHoro
"wenyka;

OCTOPOXHO! Pacnonoxute neganb Ha nony
TakumMm o6pas3om, 4To6bI el MOT ynpaBnAaTb TO/IbKO
oneparop.

BcTaBbTe Kabesib 3/1eKTPONUTAHUA B pasbeM Ha
3aAHeil naHenu yctpoictea. MoacoeanHuTe K
3NeKTpPUYecKoi poseTke;
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09.2 BbICTPOE ycTpaHeHue HeucnpaBHocTel

HeucnpaBHOCTb
HeucnpaBHOCTb
YcTpoicTBO He
BK/lOYaeTCcA nocrne
TOro, Kak
BblK/lOYaTENb
nepesefieH B
nonoxeHue "1"

YcTpoiicTBO
BK/1OYEHO, HO He
pabotaeT. OwmnbKa He
BbIBOANTCA Ha
aucnnei

YcTpoiicTBo
BK/IIOYEHO, HO He
pa6oTaeT. Ha gucnnee
3aropaeTcsi O4UH U3
cnepywLwmnx
CMMBOJIOB:

Mpwn paboTte oT
HaKoHeuYHunKa
PIEZOSURGERY®
NCXOANT Nerkui
CBUCTSAILLMNIA 3BYK.
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Bo3moOXHasA npuynHa
HakoHeuHuK
3N1eKTPUYeCcKoro cMa0BoOro
Kkabena HemnosHOCTbIo
BCTaB/IeH B pa3bem Ha
3a/lHeil naHenu yctpolicTea
Kabenb anekTponutaHus
nospexaeH

MpefoxpaHUTenun BbilWn
13 cTposi

HoxHaa nepanb BCTaBieHa
HEKOPPEKTHO B pasbemM
ycTpoiicTBa

HoxHas nepanb He
paboTaet

CMm. nyHKT 09.1 ansa
nonyyeHus noapo6Hoi
MHdopMaLumn O NnpuynMHax
HencnpaBHOCTK, B
COOTBETCTBMMW C CUMBOJ/IOM
Ha gucnnee

Hacaska HenpaBuibHO
3adhmkcrpoBaHa Ha
HakoHeuHuKe

KoHTyp cuctemsl
0pOLEHNS He 3anosiHeH
NOMIHOCTbH0

Cnocob6 ycTtpaHeHus
Yb6egutecb, 4To kabenb
3NeKTponuTaHuma
noacoefnHeH Hagnexatwmm
obpasom

Y6enurtecb, YTo pasbem
afieKkTponutaHua pabotaet
Hagnexawum obpasom
3ameHuTe kabesnb
3/1eKTponuTaHuns
3ameHuUTe npefoxpaHuTenu
(cm. nyHKT 09.3)
MpaBnnbHO BCTaBbTe
LWTEKep HOXHOTO
nepeknwyartens B pasbem
Ha 3afHeli naHenu
ycTpoiicTBa

O6paTuTtech 3a NoAAEPXKKOW
B aBTOPU30BaHHbIN
CEPBUCHbINA LEeHTp
"MeKTpoH"

CMm. nyHKT 09.1 ansa
nony4yeHus nofpo6Holi
MHopmaynm o cnocobax
yCcTpaHeHus
HencnpasHOCTU, B
COOTBETCTBUM C CUMBOJIOM
Ha gucnnee

OTKpyTUTE Hacafky u
KOPPEKTHO HaBUHTUTE ee
npu NoOmMoLLmn
ANHAMOMETPUYEeCKoro
Knto4ya "MekTpoH" (cM.
nyHKT 05. 4)

3anosiHnuTe KOHTYpP CUCTEMbI
opoLeHns Npu NoMoLLx
PYHKLUM

HACOC

(cm. nyHKT 05.4)
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MepeBoA AaHHOTO TEKCTa C aHITMINCKOro U UTaNbAHCKOIO A3blKa Ha PyCCKUI A3bIK cAenaH
MHOWL, NepeBoAYNKOM ~naHmMeBON AneHoli CepreeBHOMN.

fopog MockBa.

OdBaguaThb WeCcTOro sHBapsa ABe T biCAYM WecTHaAaAUAaTOro rojga.

A, AnexuH EBreHmin Bnagumuposumy, HoTapuyc ropoga MOCKBbl, CBUAETeNbCTBYM

NOANMHHOCTb MOANUCK, CcheNaHHON nepeBofumkom MonaHuesoit AneHol CepreeBHOM B Moe
NPUCYTCTBUMN. JINUHOCTb €ro ycTaHoB/eHa.

3aperncTpupoBaHo BpeecTpe 3a N°~

B3bickaHo no Tapudy: 300 py6., B T. 4. 200 p. MTP

HoTapuyc

Bcero npowHypoBaHo,

MPOHYMEPOBAHO U CKPENIEHO
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isary to obtain the best performance,

iw restricts this device to sate by or on the order of a

ebrauchsanWeisungen

RUMENT “PIEZOSURGERY MEDICAL &
rgischen Anwendung.

gen erteilen allgemeine Informationen tber die

e "Piezosurgery Medical +".

streng Verbindung mit dem zu Piezosurgery Geraten

nd Wartungsariteitung” und “Reinigungs- und Sterilisation-
ezosurgery Geraten sind von Mectron hergestellt.

)Jokument enthaltenen Woérter “Gefahr” und
ezielie Bedeutung und muss man aufmerksam

urenmomentschiussel an (Bila aj; Halten bie aen naupikorper des Handstuck™ "
dabei gut fest;

Drehen Sie den Schltissel im Uhrzeigersinn, bis die Kupplung greift (Bild 4 - Ref.A)
(der auRere Teil des Schliissels dreht sich relativ zum Handstiick und macht dabei
mechanische "KLICKGERAUSCHE”).

A Achtung: Das Handstiick darf am Endteil und/oder am Kabel nicht gehalten
werden, sondern nur am Hauptkérper. Das Handstiick darf nicht gedreht werden,
sondern es muss sicher festgehalten werden. Drehen Sie nur den Schlussel.

- Schrauben Sie das im Kit enthaltene Instrumentabdeckung bis zum Anschlag an
(Bild 5).

A Achtung: Verwenden Sie keine andere Schlusseltype.

A Achtung: “Piezosurgery medical +" Instrumente. Die zum
Verlangerunsstiick gelieferte Abdeckung muss grundsatzlich aufgeschraubt
werden, um das umgebende Gewebe vor Uberhitzung zu schitzen.

Montage der Instrumente

- Schrauben Sie das benétigte Instrument auf das Handstiick oder auf das
Verlangerungssttick bis zum Anschlag fest (Bild 6).
A Gefahr: Sie durfen nur die speziellen, in der Blisterverpackung enthaltenen
Instrumente auf das Veriangerungsstiick schrauben. Auf keinen Fall andere Typen
von Instrumenten aufschrauben.
A Gefahr: Das mit dem Verlangerungsstiick gelieferte Instrument darf nicht direkt

g ® SS Tod oder schweren Verletzungen Vorkommen auf das Handstilick geschraubt werden.

"0 Jg is nicht respektiert wird. - Befestigen Sie das Instrument mit dem “Piezosurgery medical +"

S [oe] \Il I(B %é lass leichte Verletzungen oder Schaden am Gerat Drehmomentschliissel (Bild 7). Halten Sie den Hauptkorper des Handstiicks dabei
ée B 1 ,;E C5) n das Hinweis nicht respektiert wird. gut fest. Drehen Sie den Schlissel im Uhrzeigersinn, bis die Kupplung greift
Jm B 5 .Gert in Betrieb nehmen, miissen Sie es bitte konfigurie- (Bild 8 - Ref.A) (Qer éuBere Telludes Schlﬂssgls dreht ”smh relativ zum Handstiick
h- o 0L jren und sein “Gebrauchs- und Wartungsanleitung” lesen, und macht dabei mechanische KL!CKGERAUS(?HE ):

® o) ¢ 9-9 i . o o A Achtung: Das Handstiick darf nicht am Endteil und/oder am Kabel gehalten
n werden steril geliefert, da sie einem Sterilisationsprozess werden (Bild 8 - Ref.B), sondern nur am Hauptkorper. Das Handstilck darf nicht
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wurden.

t ist ein Einwegprodukt
irgery Medical +" ist bei einem/r einzigen Patienten/in
1 chirurgischen Eingriffs zu benutzen und daraufhin zu

t erneut fur die Behandlung eingesetzt werden, da es
erverwendet werden darf. Entsorgen Sie das Instrument
Ordnungen fiir eine korrekte Entsorgung von Krankenhau-

:hlieRlich mit dem Handstiick von “Piezosurgery Medical
aB der Verwendungszweck, der in dem mit dem Geréat
id Wartungsanleitung® beschrieben ist.

jewahlten Instrument, sehen Sie bitte die Tabelle im

1 uber die Instrumente “Piezosurgery Medical
rgery anzuwendenden Instrumente werden je nach dem
Sruppen aufgeteilt;

ite Mikrosagen fiir die Osteotomie und Flachskaipelle fur

r Osteoplastik und/oder Gewinnung von Knochengewebe.

r Mikroknochenperforation.
!0tomie*Endbehandlung;

it Diamantoberflache zum prazisen, kontrollierten Einsatz
eben. Sie werden fiir die Endbehandlung der Osteotomie
turen wie Nerven, GefalRen, Membranen oder Muskeln

eBlich Instrumente “Piezosurgery Medical +". Die Anwen-.
trumente kann zu Schaden oder zu einer verringerten
vendung nicht originaler Instrumente zieht den Verfall der
;h sich.

ollieren Sie die sterile Verpackung und das Produkt, um
ehrtheit zu vergewissern. Verwenden Sie das Instrument
ig geoffnet oder beschadigt ist. Das Instrument ist nicht
rpackung zerbrochen oder beschéadigt ist. Im Falle einer
ig entsorgen Sie bitte das Instrument korrekt. Sterilisieren
icht.

bdeckung und des Verlangerungsstiicks
eren metallischen Kegel vom Handstiick ab. indem Sie

rsinn drehen (Bild 1);
it tnthaltonO V/Zarloni-lAriinnf

gedreht werden, sondern es muss sicher festgehalten werden. Drehen Sie nur
den Schlussel.

A Achtung: Verwenden Sie den “Piezosurgery medical L” Drehmomentschliissel
nicht, um die Instrumente zu befestigen. Der “Piezosurgery medical L" Drehmo-
mentschitissel dient ausschlieBlich zur Befestigung des Verlangerungssticks.

Demontage von Instrumenten minstrumentabdeckung -Verlangerungsstiick
Flhren Sie die oben beschriebenen Schritte in umgekehrter Reihenfolge aus, und
drehen Sie den Drehmomentschliissel gegen den Uhrzeigersinn aus.

A Gefahr;

- Wahrend des Ein- und Ausschraubens des Instruments muss der Bediener

besonders vorsichtig vergehen, um Verletzungen durch die scharf schneidende,

spitze Seite zu vermeiden.

Vor einem Eingriff: Vergewissern Sie sich, dass das Instrument korrekt

festgeschraubt ist.

Wechseln Sie das Instrument nicht aus, wenn das Handstiick in Betrieb ist, um

mogliche Verletzungen zu vermeiden.

Wahrend des Eingriffs vermeiden Sie Beriihrungen mit Wundhaken oder

sonstigem verwendetem Metallbesteck, da das Instrument zerbrechen und Splitter

im chirurgischen Sitz hinterlassen kann.

- Im Falle eines Bruchs des Instruments wahrend der Benutzung entfernen Sie mit

groRRer Sorgfalt alle Splitter aus dem chirurgischen Sitz. Zurtickgebliebene Splitter

kénnen dem Patienten Verletzungen zuftigen.

Es ist empfehlenswert, das Instrument nicht als Hebel zu benutzen oder zu

biegen, da es zerbrechen und dem Patienten und/oder Bediener Verletzungen

zuftigen kann.

- Ein zu starker Druck auf das Instrument kann es zerbrechen und dem Patienten

und/oder Bediener Verletzungen zufligen.

Veréandern Sie das Instrument auf keinen Fall, da sich die Leistung verringern

kann. Ein verformtes Instrument kann zerbrechen und dem Patienten und/oder

Bediener Verletzungen zufiigen.

- Kontrollieren Sie das Instrument vor und wahrend des Eingriffs, um etwaige
Briiche festzustellen. Sollte es beschadigt sein, ersetzen Sie es mit einem neuen
Instrument.

A Achtung: Setzen Sie das Handsttick nicht in Betrieb, wenn das Instrument mit
dem zu behandelnden Teil in Beriihrung steht, da sonst der elektronische
Kontrollkreis nicht im Stande ist, den notwendigen Resonanzpunkt zu identifizieren,
um eine effiziente Leistung zu erzielen.
A Achtung: Einschrankungen des amerikanischen Bundesgesetzes; Dieses Gerat
darf nur Chirurgen verkauft werden.

Francais Mode d’emploi
INSERT “PIEZOSURGERY MEDICAL +" JETABLE STERILE
Destiné a une utilisation professionnelle, médecin chirurgien.
Informations.
Ce mode d'emploi donne des informations générales concernant I'utilisation des
inserts “Piezosurgery Medical »
Ces instructions sont destinées a étre utilisées en stricte liaigpn avec la “Notice
d'utilisation et entretien” et & la “Notice de Nettoyage et StérrnsaillirHOW"ies av



~nt un signifie particulier et doivent étre attentivement examinés.

DANGER: Impliques que mort ou blessures graves peuvent se produire si
les conseils ne sont pas respectés.
A ATTENTION: implique que blessures mineures peuvent se produire si les
conseils ne sont pas respectés.

AAttention: Avant de s’en servir, effectuer le paramétrage du dispositif et vérifier
toutes ses fonctions; lire ia “Notice d'utilisation” de i'appareii.

Stérilité: L’ insert est fourni étant stérile, suite au procés de stérilisation a 'Oxyde
d’éthyléne.

A Danger: I'insert est jetable.

- Linsert Piezosurgery Medical + doit étre utilisé sur un seul patient au cours d’'une
seule intervention chirurgicale et puis il doit &tre éliminé.

L'insert ne peut pas étre traité a nouveau, il ne peut pas étre stérilisé et réutilisé.
Enlever et éliminer l'insert respectant les normes en vigueur pour I'élimination
correcte des déchets hospitaliers.

Utilisation Prévue.

L'insert doit étre utilisé exclusivement avec la piece a main “Piezosurgery Medical
en accord avec la destination prévue définie dans la “Notice d'utitisatign et

entretien”fournie avec ie dispositif |
Attention: Selon [insert choisi, pour le réglage correct, voir la table de réglages

Jointe aux instructions.

Informations générales sur les inserts “Piezosurgery Medical

Les inserts prévus pour l'utilisation avec le dispositif Piezosurgery sont classés en

quatre groupes, selon ses propres fonctions:

- Inserts pour ostéotomie

MT série

Description; Micro scies pour ostéotomie a haute performance et Scalpels plats pour

ostéotomies.fines.

>Inserts pour ostéoplastie

MP série

Description: Scalpels pour ostéoplastie et/ou prélevement de copeaux osseux.

« Inserts pour perforation

MD série

Description: Terminaux pour micro-perforation osseuses.

«Inserts pour finalisation ostéotomie

MF série

Description: Terminaux a surface diamantée pour effectuer une action précise et

contrélée sur tissus minéralisés. Elles sont utilisées pour finaliser 'ostéotomie en

proximité de structures délicates, comme par exemple les nerfs, les vaisseaux, les

membranes ou les muscles.

A Danger:

Utiliser uniquement des inserts “Piezosurgery Medical +". L'utilisation d’ inserts
non originaux peut causer des endommagements ou une baisse de performan-
ces. L'utilisation d'inserts non originaux annule la garantie du dispositif

Avant une intervention: Inspecter le conditionnement stérile et le produit afin
d’en vérifier I intégrité. Ne pas utiliser l'insert si ie conditionnement est ouvert

ou endommagé. L'insert perd sa stérilité au cas ol I'emballage soit cassé ou
endommagé. En cas d’emballage endommagé, éliminer I'insert. Ne pas stériliser
ni utiliser linsert.

Montage de la rallonge et de la gaine
- Dévisser 'embout métallique frontal de la piece a main en le tournant en sens
antihoraire (Fig.1).
- Sur la piece & main visser manuellement la rallonge fournie dans le kit, jusqu’au
fond (Fig.2).
Serrer la rallonge a travers de la clé dynamométrique “Piezosurgery Medical L"
{Rg-3).
Maintenir fermement le corps de la piéce & main. Serrer la rallonge en tournant la
clé en sens horaire jusqu'a ce que I'embrayage produise un déclic (Fig.4 - RéfA)
(le corps extérieur de la clé tourne par rapport au corps extérieur de la piece &
main en produisant des sons mécaniques CLICK).
Attention: Pendant le montage de l'insert ne pas maintenir la piece & main sur la
partie terminale ni/ou sur le cordon (Fig.4 - RéfB), mais uniquement sur le corps
en plastique. La piece a main ne doit pas tourner sur soi-méme, la clé seule
tourne.
- Visser manuellement la gaine fournie avec le kit Jusqu'au fond (Fig.5).
- Attention: Ne pas utiliser clés d’aucun type.
Danger; Inserts “Piezosurgery Medical +". Toujours visser la gaine fournie
avec la rallonge afin de protéger les tissus autours du surchauffe.

Serrage inserts.
- Visser manuellement l'insert sur la piéce a main ou sur la rallonge jusqu'a fond

(Fig-6)
l& Danger: sur la rallonge il faut visser uniquement les inserts fournis dans le
hlister. Ne nas visser autres tvnes d’inserts
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produisant des sons mécaniques u liuK).
A Attention; Pendant le montage de l'insert ne pas maintenir la piece a main
sur la partie terminale ni/ou sur le cordon (Fig.8 - RéfB), mais uniquement sur le
corps en plastique. La piéce a main ne doit pas tourner sur soi-méme, la clé seule
tourne.

- A Attention: Ne pas utiliser la clé dynamométrique “Piezosurgery Medical L"
pour serrer les inserts. La clé dynamométrique “Piezosurgery Medical L" doit étre
utilisée uniquement pour ie serrage de la rallonge.

Enlévement de Insert « Gaine - Rallonge.
Effectuer les points décrits ci-dessus au contraire et utiliser les clé comectes en sens
antihoraire.

A Danger: ,

- Pendant les opérations de serrage et d’enlévement de Hnsert, l'utilisateur doit faire
particulierement attention afin d'éviter blessures qui pourraient étre provoquées
par la partie coupante et pointue.

Avant une intervention; s’assurer que l'insert ait été vissé correctement.

Ne pas reWaplacer l'insert lorsque la piéce a main est en fonction pour éviter toutes
blessures a I'utilisateur.

- Pendant l'intervention éviter le contact avec des écarteurs ou des instruments
métalliques que I'on est en train d'utiliser, car cela pourrait causer la rupture de
I'insert et la présence de fragments dans le site chirurgical.

En cas de rupture de l'insert pendant I'utilisation, il faut faire une grande prudence
afin d’ éliminer tout fragment du site chirurgical. Les fragments qui ne seraient pas
éliminés pourraient causer Iésions au patient.

On recommande de ne pas trop appuyer sur linsert et de ne pas le plier puisque
cela pourrait causer sa rupture et provoquer des lésions au patient et/ou a l'utilisa-
teur.

- Trop de pression exercée sur I'insert peut provoquer sa rupture et provoquer des
lésions au patient et/ou a l'utilisateur.

Ne pas modifier I'insert d'aucune fagon. On pourra avoir une baisse des perfor-
mances . L'insert déformé peut se casser et provoquer des lésions au patient et/
ou a l'utilisateur.

Vérifier l'insert avant et pendant I'intervention pour remarquer toutes ruptures. Si
I'insert apparait endommagé il faut le remplacer par un neuf

A Attention: Ne pas activer la piece & main pendant le contact de l'insert avec la
partie a traiter, puisque de cette fagon on empécherait au circuit électronique de
contréle d’identifier le point de résonance nécessaire pour obtenir une performance
efficace.

A Attention - Restrictions de la Loi Fédérale américaine; ce produit ne peut pas
étre vendu qu'a des médecins chirurgiens.

Espafiol Instrucciones para el uso

INSERTO ESTERIL DESECHABLE “ PIEZOSURGERY MEDICAL +*

Destinado a uso profesional, médico cirujano

Informacion.

Las siguientes instrucciones proveen informaciones generaies sobre el uso de los insertos
“Piezosurgery Medical

Hay que utilizarse las siguientes instrucciones conjuntamente oon el “Manual de uso y
mantenimiento” y el “Manual de limpieza y esterilizaciéon" entregados con el dispositivo
Piezosurgery, fabricado por Mectron.

IMPORTANTE: Las palabras “Peligro” y “Atencién” contenidas en este

documento tienen un significado especifico y deben ser examinadas con atencién.
A PELIGRO: Implica que muerte o heridas graves pueden producirse si el asesoria-
ment6 no es respetado.

A ATENCION: Implica que heridas lleves y dafios a los equipos pueden

producirse si el asesoriamento no es respetado.

A Atencién: Antes de proceder a la operacion, configurar el aparato y verificar cada
funcion; leer el “Manual de uso y mantenimiento” de la unidad.

Esterilidad: Los insertos estan previamente esterilizados bajo un proceso de esterilizacion
con Oxido de etileno.

A Peligro: El inserto es desechable.

- Elinserto “Piezosurgery Medical +" es destinado a ser utilizado en un solo paciente
durante una sola operacion quirtrgica para luego ser desechado.

- Elinserto no puede ser tratado, esterilizado o usado una segunda vez. Remover y
desechar el inserto siguiendo los reglamentos vigentes para la eliminacién correcta de los
desechos hospitalarios.

Destinacion de uso.

El inserto debe ser utilizado exclusivamente con la pieza de mano “Piezosurgery Medical +"

de acuerdo con la destinacién de uso definida en el “Manual de uso y mantenimiento”.

A Atencién: de acuerdo con el inserto elegido, para un ajuste correcto de los pardmetros

consultar la tabla anexa a las instrucciones.

Informacion general de los insertos “Piezosurgery M*djcaM”
Los insertos que se utilizaran con el aparato Plezosur/\el/‘ segun lg.jjestinacion de uso,

estan clasificados en cuatro grupos: ! * om< '
- Inserlos para Osteotomia ! _
MT s i ™

i
Descrlpcmn Micro sierras para osteotomia de

iviu sene

Descripcién: Puntas para micro perforaciones de hueso.

- Insertos para finalizacién de osteotomia

MF serie

Descripcién: Puntas con superficie, diamantada para realizar una accién precisa y controlada
en los tejidos mineralizados. Son utilizadas para finalizar la osteotomia alrededor de estruc-
turas delicadas, como por ejemplo nervios, vasos, membranas o musculos.

A Peligro;

- Utilizar exclusivamente insertos “Piezosurgery Medical +", ya que el utilizo de insertos no
originales puede provocar dafios u obtener un funcionamiento de baja calidad. El uso de
insertos no originales invalida la garantia del aparato Piezosurgery.

- Antes de una intervencién: Controlar la confeccion estéril y el producto para verificar su
integridad. No utilizar el inserto si la confeccién esté abierta u dafiada. El inserto pierde la
esterilidad si el embalaje esta roto u dafiado. En el caso de que el embalaje esté dafiado,
desechar el inserto con el procedimento correcto. No esterilizar, ni utilizar el inserto.

Montaje de la extension y de la cubierta
- Destornillar el cono anterior de la pieza de mano haciéndolo girar en sentido antihorario
Fig.|

- (Alo?nl)llar manualmente la extensién suministrada en el kit en la pieza de mano hasta que
haga tope (Fig.2);

- Apretar la extensiéon mediante la llave dinamométrica "Piezosurgery medical L" (Fig.3);
Apretar la extension haciendo girar la llave en sentido horario hasta que se conecte el
acoplamiento (Fig.4 « RefA), (el cuerpo exterior de la llave gira en relacion a la pieza de
mano, emitiendo un “CLIC" mecénico).

A Atencién: No sujetar el extremo o el cable de la pieza de mano; sujetar inicamente
el cuerpo central. No debe hacerse girar la pieza de mano; simplemente debe sujetarse
firmemente y hacer girar Gnicamente la llave dinamométrica.

- Atornillar la cubierta suministrada en el kit en la pieza de mano hasta que haga tope
(Fig.S):

A Atencion: No debe emplearse ninglin tipo de llave.
A Peligro: Insertos “Piezosurgery medical +". Siempre debe atornillarse la cubierta
suministrada con la extensién para proteger los tejidos circundantes del calor.

Apnete de los insertos

Atornillar el inserto seleccionado a la pieza de mano o extensién hasta que haga tope
(Fig.6):

A Peligro: Unicamente deben atornillarse a la extension los insertos especificos sumini-
strados en el paquete. No atornillar ningtin otro tipo de insertos.

A Peligro: El inserto suministrado con la extensién no debe atornillarse directamente a
la pieza de mano.

Apretar el inserto empleando la llave dinamométrica “Piezosurgery medical +" (Fig.7)i
Sujetar firmemente el cuerpo central de la pieza de mano. Hacer girar la llave en serftitlo
horario hasta que se conecte el acoplamiento (Fig.8 - RefA) (el cuerpo exterior de la llave
gira en relacion a la pieza de mano, emitiendo un "“clic" mecénico).

A Atencién: No sujetar el extremo o el cable de la pieza de mano (Fig.8 - RefB); si*etar
unicamente el cuerpo central. No debe hacerse girar la pieza de mano; simplemente
debe sujetarse firmemente y hacer girar Ginicamente la llave dinamométrica.

A Atencion: No debe utilizarse la llave dinamométrica “Piezosurgery medical L” para
apretar los insertos. La llave dinamométrica "Piezosurgery medical L" debe utilizarse
exclusivamente para el apriete de la extension.

Remocién del inserto « cubierta « extension:
Efectuar en orden inverso los puntos descritos antes, utilizado las llaves dinamométricas en
sentido antihorario.

Peligro:
- Durante las operaciones de apriete y remocion del inserto, el usuario debe prestar parti-
cular atencién para evitar lesiones causadas de la parte cortante y punzocortante.
Antes de una intervencion; asegurarse que el inserto haya sido atornillado correctamente.
No cambiar el inserto mientras que la pieza de mano esta en funcién, para evitar posibles
lesiones al usuario.
Durante la intervencion, evitar el contacto con retractores o instrumentos metélicos en
uso, ya que puede causar la rotura del inserto y dispersar fragmentos en el &rea quirdrgi-

- Encaso de rotura del inserto durante el uso, prestar maxima atencioén en la remocién de

todos los fragmentos del &rea quirlirgica. Los fragmentos no removidos pueden causar

lesiones al paciente.

Se aconseja no plegar ni doblar el inserto, ya que podria causar la rotura del mismo,

ocasionando dafios al paciente y/o usuario.

Una presion excesiva ejercida en el inserto puede provocar la rotura y puede causar

dafios al paciente y/o usuario.

No modificar el inserto de ninguna manera; el funcionamiento podria disminuir. El inserto

deformado puede romperse y causar dafios al paciente y/o usuario.

- Controlar el inserto antes y durante laintervencion, para evidenciar todas posibles
roturas. En el caso estuviese dafiado, sustituir el inserto con uno nuevo.

A Atencion: No activar la pieza de mano mientras que el inserto esta en contacto con la
parte a tratar, ya que no permitira al circuito de control electrénico identificar el punto de
resonancia necesario para obtener un rendimiento eficaz.

A Atencion ¢ Restricciones de la Ley Federal Americana: este aparato puede ser
vendido solo a médicos cirujanos.

di



Repertorio numero 23343

AUTENTICA DI FIRMA
REPUBBLICA ITALIANA
lo Sottoscritto Federico
CATTANEI, Notaio alia
residenza di Genova, iscritto nel
molo dei Distretti Notarili Riuniti
di Genova e Chiavari, senza la
presenza di testimoni, certifico

che

Femando BIANCHETTI, nato a
Chiavari (GE) il 23 febhraio
1953 con domicilio in Carasco
(GE) Via Loreto 15 A nella sua
qualita  di  Presidente  del
Consiglio di Amministrazione in
nome e per conto délia spettahile
“MECTRON S.P.A." con sede
in Carasco, Via Loreto n. 15/A,
capitale sociale Euro
6.429.000,00, iscritta al Registro
delle Imprese di Genova al
numero 01126960101 di codice
fiscale e al R.E.A. 253624.

délia cui identita' personale e
poteri, io Notaio sono certo, ha
firmato il sovraesteso documento
in mia presenza, redatto in lingua
inglese, lingua da me conosciuta,
in Chiavari (GE) Via Rivarola
69/1, il giorno 16dicembre 2015
aile ore 11.00
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File Number 23343

CERTIFICATION
OF SIGNATURE
REPUBLIC OF ITALY

I undersigned Federico
CATTANEI  Notary  Public
resident in Genova, a register
member of the Order of Public
Notaries for the Districts of
Genova and Chiavari, nobody
applying for the assistance of
witnesses, do hereby certify that
Mr. Fernando BIANCHETTI,
bom in Chiavari (GE) on
Fehmary 23, 1953, with domicile
in Carasco (GE) Via Loreto 15 A,
in his capacity of Chairman of the
Board of Directors in the name
and on behalf of the company:

“MECTRON SPA”,  with
registered office in Carasco (GE),
Via Loreto 15/A, the share capital
of € 6.429.000,00 tax code and
registration number in the
Company Register of Genoa
01126960101 and REA 253624,
whose personal identity, quality
and power | Notary Public am
certain, signed the document
hereinabove in my presence, in
English, as the English language
is well know hy me, in Chiavari
(GE), Via )Rivarola 69/1, on
December 1/6, 2015 at 11.00 a.m.



PROCURA DELLA REPUBBLICA

PRESSO IL TRIBUNALE DI GENOVA

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1- Paese ilITALIA
Il presente atto pubblico

2 - é stato sottoscritto da CATTANEI FEDERICO
3- nella sua qualité di NOTAIO
4 - porta il sigillo di CATTANEI FEDERICO DI PAOLO NOTAIO IN
GENOVA
ATTESTATO

5 - in Genova 6-4/1/2016

7- dal Procurator”~ella Repubblica presso il Tribunale di Gjenova
8- col nultier6C~.,.....ICIV/AP/2016
9-;Sigillo o0\ 10-Firma
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IL SOST. PRUI"*ATORE DtILA RfcPUBBLICA
DuiL tmilio Gatti

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



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

)

g3



- IKPEt OoncpaLcE # @

;avcml NPORAXAY IO NPOTYNUNN 10RO MCIHIMHCKIN
PAGOTHNKEN HLS (N 408 SUKAYY

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



A OCTOPOXHO! MapameTpbl, HeobxoauMble AN NPaBUIbHOW
HacTpoiiku BbIGpPaHHOW Hacajku, YykasaHbl B TIpuUIoXeHUn K
HacTosiwen MHCTpyKuum.
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(Puc. 3); Kpenko BO3bMWTECb pPYKOW 3a LEHTPasbHYyl 4acTb
HakoHeYHuKa. 3adukcupyiiTe yagnuHUTENb NpU MOMOLM KAto4va
noeopayuBasi ero Mo 4acoBOW cTpenke [o Tex nop, noka He
cpaboTaeT 3allenkuBalouwmnii mexaHusm (Ha Puc. 4 nop 6ykBoii
«A») (HapyXHblii KOpNyc Kaw4Ya NoBopavMBaeTcs Mo OTHOLIEHU
K HaKOHEYHWKY, 4YTO COMPOBOXAAETCA XapakTepHbIMU 3ByKamu
«TPEeLLOTKN»).

X OCTOPOXHO! He 6eputecb pykamMu 3a KOHel, HakOHeYyHwuka
nivnn ceteBoil WHYp (Ha Puc. 4 nop 6ykBoil «B»); Gepute un
nepeHocMTe HaKOHEYHWK BCerAa TONIbKO 3a ero LeHTpasbHYy
yacTb. He noBopauuBaliTe HaKOHEYHWK; MNPOYHO yAepxuBas
HakKoOHEeYHWK, NnoBopaynBaliTe TO/bKO K/IOY - caM HaKOHEYHUK npu
3TOM He [J0/KEeH BpaliaTbCs.

- icnonb3ya konna4vyok, NocTaBnsieMblii B KOMNAeKTe, HakpyTuTe
ero Ha HakoHe4Huk go ynopa (Puc. 5);

OCTOPOXHO! 3anpeuwaetca nonb3oBaTbCcA AHO6GbIM APYTUM
KMIOYOM.

BHUMAHWE! Hacagkn «lbesocepaxepn Mepgukan nawoc»
(P1IEZOSURGERY MEDICAL +): ana 3awWuTbl OKpYXat LW unx
TKaHel OoT  neperpeBa  Bcerga  3aBUHUYMBaAliTE KPbILLKY,
noctaBfsieMytlo B KOMNAEKTE C YAMHUTENEM.

YcTaHOBKa Hacafok

-BpyyHyl0 HakpyTuTe [0 ynopa BbiGpaHHyl0 Hacajky Ha
HaKOHEYHUK UNN YANNHUTENb

(Puc. 6);

n, BUUM.AUME! HaBuHuyuBaiiTe Ha YAAUHUTENb TO/NbKO

crneymnanbHble Hacafku, ynakoBaHHble B G/INCTEPHYI0 YyNaKoBKY.
3anpeliaeTcs HaBMHUYMBATbL Ha YA/NUHWTENb NMobble Apyrue BuAbl
Haca/ok.

A\ BHUMAHMWE! 3anpewaetca HaBUH4YMBATL HEMNOCPeACTBEHHO
Ha HaKOHEeYHWK Hacajku, nocTaB/sieMble B KOMMNEKTe C
YANVHNUTENEM.

- 3athukcupyiiTe Hacagky npu  nomowu AUHAMOMETPUYecKoro
knova «MNbesocepaxepn Megukan nnwc» (PIEZOSURGERY
MEDICAL +) (Puc. 7); Kpenko BO3bMUTECH PYKON 3a
LeHTpasbHyl0 4acTb HakoHeuyHuka. 3adukcupyiite Hacagky npu
nomoLLmM KtoYa nosBopaymBas ero no 4acosoii CTpesike Jo Tex nop,
noka He cpaboTaeT 3auwenkupawwuii mexaHusm (Ha Puc. 8 nopg
6ykBOii «A») (HapyXHblii kopnyc kfil4a nosopaynsBaeTca Mo
OTHOLLIEHMNIO K HAKOHEYHWKY, YTO COMPOBOXAAaeTCA XxapaKTepHbiMun
3BYKaMmn «TPeLLoTKN»),

X OCTOPOXHO! He 6eputecb pykamu 3a KOHel, HaKOHeYHuKa
nivnn ceteBoll WHyp (Ha Pwuc. 8 nop 6ykBoi «B»); 6epute 1
nepeHocMTe HAaKOHEeYHWK BCerga TO/IbKO 3a €ero LeHTpasibHYI
yacTb. He noBopauvBaiiTe HaKOHEYHWK; MPOYHO YyAepxuBas
HakKoOHeYHWK, NoBopaynBaiTe TOMbKO KAOY - CAM HAaKOHEYHUK npu
3TOM He [OJIKEeH BpallaTbCs.

x OCTOPOXHO! He 3aBuHuYMBaAliTe Hacagku npu nomowu
AuHaMoMeTpuyeckoro kntwda «lbe3ocepaxepun Megukan Onb»
(PIEZOSURGERY MEDICAL L). [AnHamoMeTpuUYecKuidi Knwou
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«Mbesocepmpkepn Megukan 3nb» (PIEZOSURGERY MEDICAL
L) Heob6xo4uMO MCNOMb30BaTb WCKIOUUTENBHO ANS  KpenneHus
YANMHWUTENA.

CHATMe HacafKM - KONMmayka Hacagkm - YAAUHWUTENs c
HaKOHEeYHMKa

OTKpyTWTE YCTaHOBNEHHble [JeTanu B NOpsgke, 06paTHOM
YCTaHOBKE, UCMOMb3ys PEeKOMEHAYeMbIVi  AMHAMOMETPUYECKUi
K/t0Y 1 NOBOPauMBas ero NpPOTUB YaCOBOW CTPENKM.

4 BHUMAHWE!

* B npouecce 3aTHKKU UK CHATUA feTaell C HaKoOHeYHuKa byabTe
npeenbHO BHUMATENbHbI M OCTOPOXHbI BO M36eXaHue NnonyyeHus
TPaBM OT OCTPbIX YaCTeN 1 PeXxyLLMX KPOMOK AeTaneii.

-Mepes XUpPYpruyeckum BMelLaTeNbCTBOM; YybeauTech, UTO
Hacafika Hagnexatmm o6pa3om 3afMKeUpoBaHa Ha HaKOHEYHUKE.
-He npousBoguTe 3ameHy Hacagkv BO BpeMs WCMOMb30BaHWA
HaKOHeYHWKa BO U36exaHue nosyyeHns TpaBM Mo/b30BaTeseM.

- Bo Bpemsa onepauuy He [OMyCKaliTe KOHTaKTa C peTpakTopamu
uan - ApYrmMyM  MeT//IMY4ECKUMM  NpeaMeTamy,  KOTopble
MCMNONb3YHOTCA B paboTe. B NpPOTMBHOM Cnyyae KOHUMK Hacagku
MOXeT cnoMaTbCs € 06pa3oBaHMEM  OCKONKOB B 30He
XMPYPruyeckoro BMeLLaTebCTaa.

- Ecnm Hacagka cnomanacb BO Bpemsi ornepauuu, Heobxoaumo c
0c060/ TLWATENbHOCTLIO CO6paTh BCe 06/I0MKU Hacaakun 1 yaannTb
MUX U3 30Hbl XMPYPruyeckoro BMeLlaTeNnbCTBa. HeyganeHHble
(hparMeHTbl HacagkM MOryT TMpUBECTU K MOYYEHWUO Tpasm
naLumeHToM.

- Ecnn nonbiTaTbCA COrHYTb WAW NPUNOLAHATL KOHUMK Hacafkui
pblyarom, OHa MOXET TPECHYTb, W 6yAeT NPUUMHEH Bpes, 3L0POBbO
nauueHTa uam nonb3osarens.

mHe npunaraiiTe 4pe3MepHbIX YCUAWA K KOHYMKY Hacafku: B
NPOTMBHOM C/lydae OH MOXET TPEecHyTb, WU 3TO NPUYUHWUT BPES
300pOBbIO NaLMeHTa UM NoNb3oBaTeNA.

- 3anpeLLaeTcs CaMOCTOATENbHO pa3bupaTb Hacagky WA BHOCUTb
N3MEHEHNS B €6 KOHCTPYKLMIO, B MPOTMBHOM CNy4ae 3TO nNpuBeseT
K YXYAWeHNo ee paboumx XapakTepucTuk. [loBpexaeHHbIR
KOHUMK HacafikKm MOXeT CNOMaTbCA W NPUYUMHUTL BPes 340P0BbHO
nagmeHTa nivnn (Mpum.: npegno>kKeHne B OpuUrMHane He
3aBepLUeHO)
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/Morotun/ MPOKYPATYPA NTATbAHCKOM PECMYBJ/INKU
CYAEBHAA SKCMNEPTU3A TEHYWN

ANOCTUNb

(Faarckast KOHBeHLMS 0T 5 oKTs6pa 1961 r.)

1- CTtpaHa: UTATNA

HacToawuii ouumnanbHblil JOKYMEHT
2 - 660 nognucad ®EAEPUKO KATTAHEW (CATTANEI FEDERICO)

3 - BbicTynawuwum B kayectse HOTAPUYCA

4 - ckpenneH nevatblo/wTaMnom ®EAEPUKO KATTAHEW (CATTANEI
FEDERICO), BbICTYNAKO WM B KAYHECTBE HOTAPUYCA BTTEHYE
(GENOVA)

YAOCTOBEPEHO
5 - B leHye (Genova) 6-4/1/2016

7 - MpokypopoM VTanbsiHCKOI pecny6nuku, cygebHaa akcnepTusa FeHymn

8 - 3a Homepom 16/C1V/ AP/2016

9 - MevaTb/wTamn 10. Moanuch
(MevaTb HepasbopunBo) /nognuce/

LTamn; /Hepas6opunso MPOKYPOP UTAJIbAHCKOM PECMYB/INKA
O-p Omunno MaT 1w (Emilio Gaiti)/

Meyatb: /Hepasbopumnso/
noBTopsieTcs 3 pasa Ha 3ToW cTpaHuLe



MepeBof [AHHOTO TEKCTa C aHIUACKOT0O U UTaNlbsIHCKOrO $3bIKOB Ha PYCCKMIA SI3bIK cfenaH MHOW
nepeBofYMKoM MamefoBbiM TUMypoM [>KaBaHLLIMPOBUYMI-Tpe6oBaHNs K TeKCTY nepesofa (MakcmasibHa
TOYHOCTb, FPAMOTHOE M3/T0>KEHNE) MHE Pa3bsCHEHBI,

"opos Mockaa.
MepBoro .yapTa fBe ThiCAYM LLIECTHAALATOrO roga.

A, Aknmos ne6 Bopucoeud, HOTapuyc ropofa MOCKBbI CBUAETENbCTBYIO NOAIMHHOCTb MOAMNKCH, CAENaHHOL
nepesogunkoM MamefosbiM TyMypoM [>KaBaHLLMPOBUYEM B MOEM NPUCYTCTBUU. JTMUHOCTb €ro yCTaHOB/EH]

o)
3aperncTpuposaHo B peecTpe 3aNe ; POLA
B3bickaHo no Tapudy 300py6., u3 Ta 200 pyb. n.T.p.
540.
kg 1> 1l
HoTapd:
Lyn,. /n

Bcero npolLILLLIpMEYr*P'oHyMepoBaHO 1 CKpenneHo
neyaTbo(”) nncT(oB)

HoTapuyc:
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- L'insert Piezosurgery Medical doit étre utilisé sur un seul patient au cours d'une
seule intervention chirurgicale et puis il doit étre éliminé.

- L'insert ne peut pas étre traité & nouveau, il ne peut pas étre stérilisé et réutilisé.
Enlever et éliminer l'insert suivant les normes en vigueur pour I'élimination
correcte des déchets hospitaliers.

Utilisation Prévue.

L'insert doit étre utilisé exclusivement avec la piéce & main Piezosurgery Medical,
en accord avec la destination prévue définie dans le “Manuel d'utilisation et entret-
ien" fourni avec le dispositif.

A Attention: Selon l'insert choisi, voir la table de réglages jointe aux instructions
pour le réglage correct.

Informations générales sur les inserts Piezosurgery Medical.

Les inserts sont a utiliser avec le dispositif Piezosurgery, selon ses propres fonc-
tions, et sont classés en quatre groupes:

- Inserts pour ostéotomie

MT série et UNIVR

Description; Micro scies pour ostéotomie a haute performance et Scalpels plats
pour ostéotomies fines.

- Inserts pour ostéoplastie

MP série

Description: Scalpels pour ostéoplastie et/ou prélévement de copeaux osseux.

- Inserts pour perforation

MD série

Description: Extrémités pour micro-perforation osseuses.

« Inserts pour finalisation ostéotomie

MF série

Description: Extrémités a surface diamantée pour effectuer une action précise et
contrdlée sur des tissus minéralisés. Elles sont utilisées pour finaliser 'ostéotomie
en proximité de structures délicates, comme par exemple les nerfs, les vaisseaux,
les membranes ou les muscles.

A Danger:

- Utiliser uniquement des inserts Piezosurgery Medical. En utilisant des inserts
non originaux on peut causer des endommagements ou obtenir des
performances inférieures. L'utilisation d'inserts non originaux invalide la garantie
du dispositif.

Avant une intervention: Inspecter le conditionnement stérile et le produit pour
vérifier son intégrité. Ne pas utiliser I'insert si le conditionnement est ouvert

ou endommagé. L'insert perd sa stérilité au cas ol I'emballage soit cassé ou
endommagé. Au cas d’emballage endommagé, éliminer l'insert. Ne pas stenllser
ni utiliser I'insert.

Remplacement de I'insert sur la piece a main.
A Attention:
Utiliser exclusivement la clé dynamométrique Piezosurgery Medical pour serrer
et dévisser l'insert sur la piece a main. Ne pas utiliser dinstruments comme
pinces, tenailles, etc.
Pendant le montage de l'insert ne pas empoigner la piece a main sur la partie
terminale nié/ou sur le cordon, mais uniquement sur le corps en plastique.
La piéce a main ne doit pas tourner sur soi-méme pendant les opérations de
vissage et de dévissement de l'insert.

Serrage de I'insert sur la piece a main. - Voir plan 1.

Visser manuellement l'insert sur la piéce & main Piezosurgery Medical jusqu’a fond.
Insérer I'insert dans la clé dynamométrique Piezosurgery Medical. Retenir avec
force le corps de la piece a main. Serrer I'insert sans hésiter en faisant tourner la
clé dans le sens des aiguilles d'une montre jusqu'a ce que I'embrayage produise
un déclic (le corps extérieur de la clé tourne par rapport au corps extérieur de la
piéce a main en produisant des signaux mécaniques CLiCK).

Enlévement de I'insert.
Placer la clé dynamométrique sur l'insert et dévisser dans le sens contraire des
aiguilles d'une montre.

A Danger:

- Pendant les opérations de serrage et d’enlévement de l'insert, I'utilisateur doit
faire particulierement attention afin d'éviter des Iésions qui seraient causées par
la partie coupante et pointue.

Avant une intervention: s’assurer que l'insert ait été vissé correctement avec la
clé dynamomeétrique Piezosurgery Medical.

Ne pas remplacer l'insert pendant que la piéce & main est en fonction pour éviter
de possibles lésions a l'utilisateur.

Pendant I'intervention éviter le contact avec des écarteurs ou des

instruments métalliques que I'on est en train d'utiliser, cela pourrait causer la
rupture de l'insert et la présence de fragments dans le site chirurgical.

En cas de rupture de I'insert pendant I'utilisation, faire trés attention & éliminer
tout fragment du site chirurgical. Les fragments qui ne seraient pas éliminés
pourraient causer des iésions au patient.

On recommande de ne pas trop appuyer sur l'insert et de ne pas le plier puisque
cela pourrait en causer la rupture et provoquer des lésions au patient et/ou &
I'utilisateur.

Trop de pression exercée sur l'insert peut en provoquer la rupture et provoquer
des lésions au pallent et/ou a I" ullllsaleur
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i I'utilisateur.

ARALETIUON. Ne pas acliver la piece a main pepdant que | insert est en contact
avec la partie a traiter, puisque de cette facon on empécherait au circuit électro-
nique de contrdle d'identifier le point de résonance nécessaire pour obtenir une
performance efficace.
A Attention: Restrictions de la Loi Fédérale américaine: ce produit ne peut étre
vendu qu'a des médecins chirurgiens.

Espafol Instrucciones para el uso
INSERTO ESTERIL DESECHADLE PIEZOSURGERY MEDICAL
Destinado a uso profesional, médico cirujano
Informacién:
Las siguientes instrucciones proveen informacién general sobre el uso de los
insertos Piezosurgery Medical.
Las siguientes instrucciones estan destinadas a ser utilizadas conjuntamente con
el “Manual de uso y mantenimiento” y “Manual de limpieza y esterilizacién"
suministrados con los dispositivos Piezosurgery, fabricados por Mectron.

IMPORTANTE: las palabras “Peligro” y “Atencién” contenidas en este
documento tienen un significado especifico y deben ser examinadas con
atencion.

A PELIGRO: implica que muerte o heridas graves pueden producirse si el
asesoriamento no es respetado.

A ATENCION: implica que heridas lieves y dafios a los equipos pueden
producirse si el asesoriamento no es respetado.

A Atencién: Antes de proceder a la operacion, configurar el aparato y verificar
cada funcién; leer el “Manual de uso y mantenimiento” de la unidad. *
Esterilidad: Los insertos estan previamente esterilizados bajo un proceso de
esterilizacién con Oxido de etileno.

A Peligro: El inserto es desechable. A

- Elinserto Piezosurgery Medical esté destinado a ser utilizado en un solo
paciente durante una sola operacién quirirgica para luego ser desechado.

- El inserto no puede ser tratado, esterilizado o usado una segunda vez. Remover
y desechar el inserto siguiendo los reglamentos vigentes para la apropiada
eliminacién de los desechos hospitalarios.

Destinacién de uso.

El inserto debe ser utilizado exclusivamente con la pieza de mano Piezosurgery
Mediéal, de acuerdo con la destinacion de uso definida en el “Manual de uso y
mantenimiento” suministrado con el dispositivo.

A Atencién: de acuerdo con el inserto elegido, para un ajuste correcto de los
parametros consultar la tabla anexa a las instrucciones.

Informacién general de los insertos Piezosurgery Medical:

Los insertos que se utilizaran con el aparato Piezosurgery, seguin la destinacion de
uso, estan clasificados en cuatro grupos;

- Insertos para Osteotomia

MT serieyUNIVR

Descripcién: Micro sierras para osteotomia de gran eficiencia y Escalpelo plano
para osteotomia delicada .

- Insertos para Osteplastica

MP serie

Descripcion; Escalpelo para osteoplastica y/o remocion de astillas de hueso.

- Insertos para perforacién

MD serie

Descripcién: Punta para micro perforaciones de hueso.

« Insertos para finalizacién de osteotomia

MF serie

Descripcién: Punta con superficie diamantada para realizar una accién precisa y
controlada en los tejidos mineralizados. Son utilizadas para finalizar la osteotomia
cerca de las estructuras delicadas, como por ejemplo nervios, vasos, membranas
0 musculos.

A Peligro:

- Utilizar exclusivamente insertos Piezosurgery Medical, ya que el utilizo de los
insertos no originales puede provocar dafios u obtener un funcionamiento de
baja calidad. El uso de insertos no originales invalida la garantia del aparato
Piezosurgery.

- Antes de una intervencion: Controlar la confeccion estéril y el producto para

verificar la integridad. No utilizar el inserto si la confeccion esta abierta o dafiada.

El inserto pierde la esterilidad si el embalaje esta roto o dafiado. En caso el
embalaje esté dafiado, desechar el inserto con el procedimento correcto. No
esterilizar, ni utilizar el inserto.

Sustitucién del inserto de la pieza de mano:

A Atencion:

- Utilizar esclusivamente la llave dinamométrica Piezosurgery Medical para fijar
y destornillar el inserto de la pieza de mano. No usar otros instrumentos como
pinzas, alicate, tenazas etc.

Durante el montaje del inserto, no agarrar la pieza de mano de la parte final y/o
del cordén, sino solo del cuerpo de plastico. La pieza de mano no debe girar
durante la operacién de atornillado o destornillado del inserto.

Fijacién del inserto en la pieza de mano - Ver figura 1

Atornillar manualmente el inserto enja pieza h« manr. pi-’
fijarlo

LAITab Ll
Colocar la llave dinamométrica en el inserto y destornillar en sentido antiorario

A Peligro:

Durante la operacion de fijacion y extraccién del inserto, el usuario debe prestar
particular atencién para evitar lesiones causadas de la parte cortante y
apuntada.

Antes de una intervencion: asegurarse que el inserto haya sido atornillado
correctamente con la llave dinamométrica Piezosurgery Medical. <

- No cambiar el inserto mientras la pieza de mano esté en funcién, con el fin de
evitar posibles lesiones al usuario.

Durante la inten/encion, evitar el contacto con retractores o instrumentos
metélicos en uso, ya que puede causar la rotura del inserto y dispersar
fragmentos en el &rea quirdrgica.

- En caso de rotura del inserto durante el uso, prestar mucha atencién en la
remocién de todos los fragmentos del &rea quirtirgica. Los fragmentos no
removidos pueden causar lesiones al paciente.

Se aconseja no plegar ni doblar el inserto, ya que podria causar la rotura del
mismo, ocasionando dafios al paciente y/o usuario.

- Una presién excesiva ejercida en el inserto puede provocar la rotura y puede
causar dafios al paciente y/o usuario.

No modificar el inserto de ninguna manera; el funcionamiento podria disminuir
El inserto deformado se puede romper y causar dafios al paciente y/o usuario
Controlar el inserto antes y durante la intervencion, para evidenciar las posibles
roturas. En el caso estuviese dafiado, sustituir el inserto con uno nuevo

A Atencién: No activar la pieza de mano mientras el inserto esté en contacto con
la parte a tratar, ya que no permitira al circuito de control electrénico identificar el
pu/"to de resonancia necesario para obtener un rendimiento eficaz.

A Atencién: Restricciones de la Ley Federal Americana: este aparato puede ser
vendido solo a médicos cirujanos.

uch ibciiv.

*

Fig. 1 - Bild 1 - Plan 1



Repertorio numero 23342

AUTENTICA DI FIRMA
REPUBBLICA ITALIANA
lo Sottoscritto Federieo
CATTANEIL, Notaio alia
residenza di Genova, iscritto nel
molo dei Distretti Notarili Riuniti
di Genova e Chiavari, senza la
presenza di testimoni, certifico

che
Femando BIANCHETTI, nato a
Chiavari (GE) il 23 febbraio
1953 con domicilio in Carasco
(GE) Via Loreto 15 A nella sua
qualita di Presidente del
Consiglio di Amministrazione in
nome e per conto della spettabile
“MECTRON S.P.A'"" con sede
in Carasco, Via Loreto n. 15/A,
capitale sociale Euro
6.429.000,00, iscritta al Registro
delle Imprese di Genova al
numero 01126960101 di codice
fiscale e al R.E.A. 253624.
della cui identita’ personale e
poteri, io Notaio sono certo, ha
irmato il sovraesteso documento
.viildmia presenza, redatto in lingua
jinglese, lingua da me conosciuta,
Chiavari (GE) Via Rivarola
69/1, il giomo 16 dicembre 2015
alie ore 111.00
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File Number 23342

CERTIFICATION
OF SIGNATURE
REPUBLIC OF ITALY

| undersigned Federico
CATTANEI Notary Public
resident in Genova, a register
member of the Order of Public
Notaries for the Districts of
Genova and Chiavari, nobody
applying for the assistance of
witnesses, do hereby certify that
Mr. Fernando BIANCHETTI,
bom in Chiavari (GE) on
Febmary 23, 1953, with domicile
in Carasco (GE) Via Loreto 15 A,
in his capacity of Chairman of the
Board of Directors in the name
and on behalf of the company:

“MECTRON SPA”, with
registered office in Carasco (GE),
Via Loreto 15/A, the share capital
of € 6.429.000,00 tax code and
registration number in  the
Company Register of Genoa
01126960101 and REA 253624,
whose personal identity, quality
and power | Notary Public am
certain, signed the document
hereinabove in my presence, in
English, as the English language
is well know by me, in Chiavari
(GE), Via Rivarola 69/1, on
December 16/ 2015 at 11.00 a.m.
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AHIMIACKMIA PYKOBOACTBO NONb30BaTeNs

OOHOPA3OBbLIE HACAOKW «MbE3OCEPOXXEPU
MEAWKAL» (PIEZOSURGERYMEDICAL) npegHasHaueHsbl
A NpO(hecCUOHANbHOTO  HCMOMb30BaHHA — MEeAULIMHCKUMU
paboTHMKaMU.

WHthopmMaLns 0 JaHHOM PYKOBO/CTBE M0Nb30BaTeNs.
HacTosiliee pykoBOACTBO NO/b30BATENS COAEPXKUT BCE OCHOBHbIE
CBefleHMs1 O MpaBWiax IKCrayatauuu Hacafok «[lbesocepmpxepu
Mepgukan» (PiezosurgeryMedical) v AOMKHO NPUMEHATLCH TOMbKO
COBMECTHO C «PYKOBOACTBOM MO 3KCTyaTalun U TeXHUYECKOMY
06CAyXMBaHUIO» U «PYKOBOACTBOM MO OUUCTKE W CTEPUIN3ALIMN»,
NocTaB/sieMbIMA B KOMM/IEKTe € ycTpoiicTBamu [besocepmpkepn
(Piezosurgery) npoussogcTBa «MekTpoH» (Mectron)

t. BAXXHO! Ocoboe BHUMaHUe cnefyeT 06paTUTb Ha yKasaHWs
H peKOMeHfaLnu, BblfeNeHHble 3aronoBkamu «BHUMaHue!» u
mHOCTOPOXHO!» B HACTOSILLEM [JOKYMEHTE.

1 BHUMAHWE! 3T0T 3HaK yKa3blBaeT Ha PUCK MO/y4YeHus
TSXENOW WM CMepTenbHOW TpaBMbl NpU  HeCO6NAEHUM
YyKa3aHHbIX TpeboBaHMii.

OCTOPOXHO! 370T 3HaK ykKas3blBaeT Ha ONacHylo
CUTyaluIo, KOTOpas, ecin ee He M3bexaTb, MOXET MPUBECTU K
He3HauuTeNbHOI TpaBMe UK K NOBPEX/AEHUI0 060pYA0BaHMS.

OcTopoxHo! [lepes Hayanom 3KcrnyaTauwu HacTpoiiTe Bce
napameTpbl 1 yGeuTeCb, UTO YCTPOWCTBO MOMHOCTBIO FOTOBO K
pa6oTe. CM. VIHCTPYKLWIO MO NPUMEHEHMIO Ha YCTPOICTBO
CTepunbHOCTb: Hacafka MoCTaBMseTCA B CTEPUILHOM Buze noce

npeABapuTe/bHON CTEPUIN3ALMM STUNEHOKCUAOM.
ABHUMAHWE! TonbKo A5 04HOKPaTHOrO NMPUMEHeHUs.

Hacagku  «[Mbesocepmkepn  meavkan»  (PiezosurgeryMedical)
npefHasHayeHbl 1 BbINOMHEHNA OJHOKPATHON XUpypruyeckoit

npouedypbl  Ha  OAHOM  nauueHTe. Mo 3aBepLUEHWM
XUPYPru4eckoro BMeLLaTeNbCTBa Hacaaky cnegyet
YTUNN3NPOBATL

3anpeljaeTtcs NOBTOPHO 06pab6aTbiBaTh, CTePUNN30BaTb WK
MCNO/b30BaTb Hacagku. CHumuTe Hacaflky C HaKOHeYHuKa "
yTVII'II/I3VIpyl7ITe ee B COOTBETCTBMW C TpeﬁOEaHVIﬂMVI MECTHOro
3aKoHogaTenbCTBa B obnactn yTunmsaymmn 3arpasHeHHbIX
XVUPYPruyecknx MaTepuanos.

HasHaueHue

Hacagka [OMXHa MCMONb30BaTbCA WCK/IOUUTENBHO COBMECTHO C

HaKOHeuHNKoM «[be3ocepmkepn Meaukan»(PlezosurgeryMedlcal)

1 B COOTBETCTBUM C HasHAaYeHWEM, yKasaHHOM B «PyKOBOACTBE MO

9KCTIyaTaLy U TEXHUUECKOMY 0BGCYXMBaHUIO», MOCTaB/ISEMOM B

KOMM/eKTe C YCTPONCTBOM.

i. OCTOPOXHO! TMapameTpbl, HEOBXOAUMbIE ANS NPABUALHON

HacTpOWKM BbIGPAHHO Hacafkv, YykasaHbl B [IpUNoXeHWn K

HacTosLLEN VIHCTpYKUMK.

O6wwwre cBefieHs 0 Hacajkax «[Mbe3ocepaxepy Megnkan»
(PiezosurgeryMedical).

Cpen Hacafiok, MCMofib3yeMblX B YCTpOicTBax [lbesocepmkepu

(Piezosurgery), BblAeNsitoT YeTblpe pasfMuHble TPYMMbl UCXOAS W3

VX Ha3HaueHus:

Hacagku gns octeotomum cepumn MT 1 UNIVR

HanmeHoBaH1e BbICOKO3((EKTUBHbIE MUKPOM/bI ans
OCTEOTOMWW U TIOCKWIA CKalbMeNb C TOHKOW KPOMKOW Ans
0CTEOTOMUM

Hacagku ana octeonnactuku cepud MP

HanmeHoBaHWe cKanbnenb ANs OCTeOnnacTukm uunu  3abopa
KOCTHOIA CTPYXXKM

Hacagku gnsa csepnexus cepun MD

HauMeHoBaHWe Hacajka st nepghopaLmy KOCTHbIX CTPYKTYp

Hacagkv ans HHHLHON 06paboTkn cepuH MF

HaumeHoBaHWe 3TW Hacagku Ans (MHWLWIHOW 06paboTKM MMetoT

anMasHoe MOKPbITWE 1 MpefHasHaueHbl Ans Lapsuleid paboTbl ¢

KOCTHbIMW ~ CTPYKTypamiW ~ 3TW  Hacafku  MCMONb3YlOTCA  Ha

B03bMUTE HAKOHEUYHMK 1 MPOYHO YAePXMBaiiTe ero pyKoit 3a Kopnyc
3aukeupyiiTe Hacafky Npy MOMOLUM VHAMOMETPUYECKOTO KoY,
BpaLLast K/to4 Mo YacoBOVA CTpesnke

MoBopauuBaiite  AVHaMOMeTpUYeckuii K4 «[besocepmrepn
Megukan» (PlezosurgeryMedlcal) go Tex mop, moka He ycnbiwuTe
LeNnyok: 3TO O3Ha4yaeT, 4YTO Hacagka Oblna 3aduKcupoBaHa
Hagnexatym o6pasom

CHATUE HacafKu C HAKOHEYHMKa.

HageHbTe Ha Hacafiky [AVHamMOMETPUYECKU K4 W OTKpyTUTE
HacafiKy, Bpallasi K/to4 MpoTUB YaCOBOIA CTPeNnKM

I. BHumaHue!
B npoliecce 3aTSXKU WM CHATUS [eTaneil ¢ HaKOHeuHuKa GyabTe
npefenbHO BHUMATENbHBI 1 OCTOPOXHBI BO M3GeXaHue NonyyeHns
TPaBM OT OCTPbIX YacTeli 1 PeXyLMX KPOMOK AeTaneii
Mepes  XvpypruyecknM  BMELLATeNbCTBOM:  MpPeXAe  YeM
npucTynaTh K aKcnayatauuu, y6eauTech, YTo BbIGpaHHas Hacaka
3ahMKCMpoBaHa Ha HaKOHeUHMKe npu rnomoLyn
[OVMHAMOMETPUYECKOTO  Ktoda  «[Mbe3ocepikepy  MeauKa»
(Piezosurg€ryMedIcai)
He npousBognTe 3aMeHy Hacajku BO Bpems MCMOMb30BaHWSA
HaKOHEUYHNKa BO 136exaHWe NonyyYeHUs TpaBM Mo/b30BaTeNeM.
Bo Bpems omepauumn He fonyckaiiTe KOHTaKTa C peTpakTopamu unu
[PYTMMU MeTalINYeckUMm NpeAMeTammn, KoTopble UCMOMb3YOTCs B
paboTe. B NpOTUBHOM C/ly4ae KOHUMK HacafiKn MOXET C/IOMaTbCA C
06pa3soBaH1eM OCKO/IKOB B 30HE XVMPYPruyeckoro BMeLLaTebcTa
Ecnu Hacagka cnomanacb BO Bpems orepauuu, HeoGXOAuMo c
0C060ii TLATeNbHOCTLI0 CO6paTh BCe 06/I0MKU HacafKu W yaanuTh
VX W3 30Hbl XMPYPTUYECKOro BMeLLaTeNbCTBa HeypaneHHble
(hparMeHTbl Hacagku MOryT TPUBECTM K MOMy4eHNO TpaBM
nauyeHTom
Ecnu nonbiTaTbC COTHYTb WM MPUNOAHATb KOHUMK Hacafku
PbIUaroM, OHa MOXeT TPeCHyTb, B pesy/ibTaTe Yero 6yeT npuunHeH
Bpe/, 340POBbIO NaLMeHTa UK MOMb30BaTENS.
He npunaraiite upe3MepHOro YCWAMS K KOHUYMKY —Hacagkw;
Hecob/tofeHne aToro Tpe6oBaHUs MOXET MPUBECTN K TpewmHaM u
cTaTb  MPUYMHOM  MONYYeHWs  TpaBM  MaUMEHTOM  Wu
nonb3oBaresnem

3anpelyaeTcs BHOCUTb W3MEHEHWs B  KOHCTPYKLMIO Hacaaky!
Heco6ntoggHne 3Toro TpeGoBaHUA MOXET MPUBECTU K YXYALLEHUIO
paboumMx XapaKTepUCTUK, MOBPEXAEHUIO HAcadku, a Takke K
MoNy4YeHUIO TPaBM MaLyieHTaMn 1 nofb3oBaTeNsmMm

Mepes onepauyeii 1 Bo BpeMsi Hee NpoBepsiiTe HacadKy Ha nNpegmeT
HaMuMsA NOBPEX/EHUIA

Ecnn  cnefbl  NoOBpeXfeHWs 0GHapYXMBAlOTCA MpU  BU3ya/lbHOM

OCMOTPe, TaKyt HacaiKy crieflyeT 3aMeH1Tb Ha HOBYHO

OcTtopoxxHo! Bo Bpems KOHTaKTa Hacagku W YacTu Tena,
noAnexalleil neveHnto, He BK/IIOYaliTe HAKOHEYHUK: TOMbKO B 3TOM
cnyyae OyAeT AOCTUTHYTa ONTUMaibHas MPOU3BOAWTENBHOCTb, W
9N1EKTPOHNKA CMOXET — OMPefeNnTb  Haumyullylo  Pe30HAHCHYH0
yacTory.

OcTopoxHo! deaepanbHoe 3akoHogaTensctBo CLLA pa3speluaeT
NpofaXy 3TON MPOAYKLUWM TONbKO MEAVULIMHCKUM PaboTHWUKaM Wiu
1o MX 3aKasy
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?aBEPLUNTENLHOM 3Tarne OCTEOTOMWM, KOTJa paspes3atoTcs OpraHbl 1
rKaHW, pacrnonoXeHHble GNM3KO OT  BbICOKOYYBCTBUTENbHbIX
CTPYKTYp, Te HepBOB, COCYANCTbIX My4KOB, 060M0YEK, MbILLL, W
rA..
BHUMAHUNE*
Vcnonb3yiiTe TONbKO OpUrMHanbHble Hacafku «lbe3ocepmxepn
meavkan» (PiezosurgeryMedtcal) Vcnonb3osaHue gpyrux Tunos
Hacafjlok MOXET MPUBECTU K MOBPEXAEHUIO WU YXYALLEHUIO
paboumx XapakTepuCTWK. —Vcronb3oBaHWe ApYrux — Hacafok
B/leYeT 3a COGOI aHHY/IMPOBaHMe rapaHTUM Ha YCTPOCTBO
Mepefi  XVpYpruyeckuM  BMeLLATENbCTBOM:  BHMMATebHO
npoBepbTe CTEPUNbHYIO YNaKoOBKY U U3feNne Ha NpegMeT Hannums
NOBPEXAEHNI
He wucnonb3yitTe Hacagky, eciv ynakoBka Oblna BCKpbITa Win
NnoBpeXeHa  VIppUTaLMOHHbIA  KOMMIEKT — TepsieT  CBOKO
CTepUNbHOCTbL MpY MOBPEXZIEHHOW MW BCKPBITON ynakoBke Ecnn
ynakoBka MOBpexXJeHa, YTUNM3MpyiiTe Hacafky B COOTBETCTBUM C
rpeGoBaHMsIMM B 3TOM clyyae 3anpelyaetcs CTepunn3oBaTb Wi
1CMo/b30BaTb HacafKy
3ameHa Hacafik Ha HaKOHeuHMKe.
10CTOPOXXHO)
Ans uKcaumn 1 CHATUA Hacafkv C HaKOHEYHMKa MNCMOoNb3yiiTe
TOMbKO [AVHAMOMETPUYECKUiA Koy «lbe3ocepmpkepn Meavkans»
(P1le205urferyMe<1lcal). He ucnonb3yiiTe Apyrue WHCTPYMEHTbI,
BK/IIOYAs LLMNLbI, KNeWn N T 4,
Mpu ycTaHOBKe Hacafiku Ha HaKOHEUHWK He [IePXKUTECh 33 KOHeL|
n/nnu ceTeBol LUHYP HaKOHeUHWKa! [lepuTe HaKOHEUHUK PYKOii
TONbKO 3a MIaCTUKOBbIA Kopnyc [lpu HaBMHUYMBAHUM WM
OTKPYYMBAHMM Hacafku CnefuTe 3a Tem, 4TOGbl  Kopryc
HaKOHeYHMKa He BpaLLacs
®duKcauma HoCcuKa Hacafku - cM. Puc. |.
BpyuHyt0 HaBUHTUTE HacajKy [0 yropa Ha HakOHeUHNK
HagieHbTe HacafKy Ha AMHaMOMETPUYECKMIi Knkou «Ibe3ocepmpkepu
megukan» (PlezosurgeryMedical)
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Howmep thaiina; 23342

HOTAPUANBbHOE 3ABEPEHME NOANMUNCHK
NTANbAHCKAA PECNYBANKA

A, HwxenognucaBwuiics, ®egepnko KATTAHEW (Federico
CATTANEI), HoTapuyc, npoxwuBawowmii B MeHye (Genova),
3aperncTpupoBaHHbIi YneH PeecTpa HOTapuycoB MO OKpyram
FeHyss n KbsBapu (Chiavari), B oTcyTcTBMM XopaTaiicTBa 0
npucyTCTBUN ohuunanbHbIX  cBuaeTeneit nognucaHms
[OKYMeHTa, HacTosILMM YA0CTOBepsito, 4To r-H PepHaHA0
BbAHKETTU (Femando BIANCHETTI), poxpeHHbI 23
teBpans 1953 roga B KbsaBapu ([eHys), MNOCTOSIHHO
npoxuBatowmii no agpecy: Kapacko (MeHys), Bua Jlopeto I5A
(Carasco (GE) Via Loreto 15 A), BbicTynawowjuii B KayecTse
Mpeacepatens CoBeTa AUPEKTOPOB W AeliCTBYIOWUIA OT MUMEHU
1 N0 Nopy4veHUI0 KomnaHuu; "*MekTpoH CIA™ (Mectron SPA),
C MecTOHaxoxfjeHuem no agpecy; Kapacko (leHysi), Bwua
JlopeTo 15/A, ¢ ycTaBHbIM Kanutasom B pasmepe 6 429 000,00
eBpo, Hanoroeblii kKog 01126960101, perncTpaLyoHHbIA HoMep
B Kommepuyeckom peecTpe eHyn REA 253624, nu4HOCTb,
[OJKHOCTb W MOSIHOMOYMUS KOTOPOr0 MHO, HOTapuycoM, 6biin
YCTaHOB/IEHbl UM MPOBepeHbl, MOAMUCAN  BbilleyKasaHHbIi
[OKYMEHT B MOEM MPUCYTCTBUW Ha W3BECTHOM MHe aHTINCKOM
Aasbike no agpecy; Kbsaeapu (MeHys), Bua PuBapona 69/1
(Chiavari (GE), Via Rivarola 69/1) B N vacoB 00 MuHyT 16
fekabps 2015 ropa.

Meuatb; PEAEPUKO KATTAHEW, HoTapuyc B eHye

noénuch nognuch
MeyaTb NOBTOPSIETCS Ha 3TOW CTPaHMLE TP pasa.



/Norotun/ MPOKYPATYPA UTA/IbAHCKOM PECMYBJ/IMKN
CYJOEBHAA SKCMNEPTU3A TEHYN

AMOCTUNDb

(Faarckas KoHBeHLMA oT 5 okTA6ps 1961 r.)

- CtpaHa: UTANNA

HacTosawwmit ohuymanbHblil LOKYMEHT

2 - 6611 nognucad PEAEPUKO KATTAHEW (CATTANEI FEDERICO)

3 - BbicTynawowum B kayectse HOTAPUYCA

4 - cKpenneH nevaTbio/wTaMmnom ®EAEPUKO KATTAHEW (CATTANEI
FEDERICO), BbICTYNAK WM B KAYUECTBE HOTAPUYCA B FrEHYE
(GENOVA)

YOOCTOBEPEHO
5- B eHye (Genova) 6-4/1/2016

7 - MpokypopoMm NTanbsiHCKOl pecny6nuku, cyae6Has akcnepTusa MeHymn

8 - 3a Homepom 15/CI1V/ AP/2016

9 - MeyaTb/wWTamn 10. Mognuch

(MevaTb Hepa3bopumnBo) Inognuce/
LTamn: /Hepa36opumeo MPOKYPOP UTAbSIHCKOW PECMYBJ/INKIN *

O-p 3MILIUO FaTTu (Emilio Gaiti)/

Meyatb: /Hepasbopunso/
noBTOPsieTCA 3 pasa Ha 3TOol CTpaHuLe
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MepeBoj AaHHOrO TeKcTa C aHIMIACKOrO UM WTanbsHCKOTO $I3bIKOB Ha PYCCKMI A3bIK CchenaH MHoii
nepeBoguymMkoM MamegoBbiM Tumypom [>KaBaHWMpoBMYeMrTpe50BaHMst K TeKCTY nepeBoja (MakcMmasbHa
TOUYHOCTb, FPAMOTHOE U3NOXKEHNE) MHE PAa3bSICHEHbI.

"opog Mocksa.
MepBoro mapTa fse ThiCAYM LUECTHAALATOrO roga.

A, AkumoB ne6 bopucosuy , HoTapuyc ropoga MoCKBbI CBUAETENLCTBYI NOLIMHHOCTb NOAMNCH, CAENAaHHOM!
nepesofumMkoM MawmezgosbiM TumMypoM [>KasaHWNPOBMYEM B MOEM MPUCY TCTBUN. JIMYHOCTL ero ycTaHosneHalll

3aperncTpupoBaHo B peecTpe 3a No
B3bickaHo no Tapudy 300py6., 13 Hux 200py6. n.T.p.

Ta-,.-* a

HoTapuyc:

Bcero npo, CKpenieHo
nevaTbio(.

HoTapuyc:
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I la suciedad visible y/o corrosién. Todos los instnjmentos deben
ntamente, buscando de dafios y sefiales de desgaste.

de quedar atrapada, tales como orificios pasantes, partes
3s, canales) - Los lados de ios dientes del inserto, si presentes
dafiadas. Los

ara detectar d iones o zonas ampli

e limpias repetir la limpieza e inspeccionar nuevamente.

jo un sobre estandar, desechadle para esterilizacién a vapor de

1 ser en confeccionado en sobres, individualmente.
sea bastante grande para contener los instrumentos sin poner

jnfeccion.

odo de esterilizacion. 5
nediante esterilizacion a vapor pre-vacio en autoclave.

lan sido validados por Mectron S.p.A. para asegurar el nivel de L
Level). v
rios instrumentos en un Gnico ciclo en autoclave, poner atencién 32
5la autoclave.

i6n. No usar autoclaves de gravedad para esterilizar los

) de las autoclaves de gravedad no asegura una

iterno, cavidades y zonas empotradas del inserto.

de tipo pre-vacio para esterilizar el inserto.

dos de esterilizacion en cuanto podrian ser incompatibles con

9instrumentos.

esterilizacién: esterilizacién con 6xido de etileno, esterilizacion

jrilizacion STERRAD, esterilizacion con sistemas STERIS o

jstemas para esterilizar ios Instrumentos: agua oxigenada,

ehido, glt ido u otras sc i

()i}t‘comendados para garantizar un nivel de esterilidad E§

iizacion avapor han sido validados por un iabortorio
vamente al ciclo operativo de una autoclave pre-vacio.

recomendados para garantizar un nivel de esterilidad (Sterility

ISde pre-vacio - 60mbar).
T)

confeccién): 4 minutos,

utos.

tura de 135 “C.

1realizadas por el operador conforme con las normas:
:2001 etANSI/AAMI ST:46:2002.

5ala seguridad de los insertos,

inserto.

icuencia y el desgaste pueden determinar la ruptura de un
3afilar en algin modo los insertos. El plegado y el forzado
Eventuales insertos modificados de esta manera no deben ser
ompe durante el uso. pxcner la maxima atencién para recuperar
>erto del paciente. En cinjgia oral, es necesario pedir al paciente
amiento o que se use un dique dental, para evitar el peligro de
mente se hayan despegado luego de la ruptura de un igserto.

>nar minuciosamente el inserto antes y durante cualquier tra-
isgaste excesivo. No usar un inserto si esta rayado u oxidado.
!el uso. Si se nota un dafio o una baja de las prestaciones

jo, el dispositivo podria dejar de funcionar y un mensaje puede

|ue el inserto esté fijado firmemente en la pieza de mano.
1la pieza de mano, con la llave dinamométrica.

e ningln modo. El plegado o el forzado del Inserto podrian
;a insertos deformados.

usados en cuanto podrian romperse durante el uso.
Gnicamente con repuestos originales Plezosurgery®. El u
5 Piezosurgery® invalidara la garantia del dispositivo,

los originales Piezosurgery® en cuanto dafarian el disposi
isiones a los operadores o al paciente.

»originales Piezosurgery® dafiara el perno roscado de la p
la fijacion de los insertos, también de los originales, ya no

siva podria causar la fractura del Inserto que a su vez puede
serto y las de la pieza de marKi. Estas partes deben limpiarse

en cuanto se note el desgaste del revestimiento de nitruro de
bajara el rendimiento en términos de poder cortante.

c orno desechos hospitalarios.
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ear of the insert.

lallations and wear may lead to insert breakage.

arp>en Inserts in any way. Bending or prying may cause insert fracture,
ly not be used. Should an Insertfracture during use. extreme care

It all insert fragments ofthe insert are retrieved and removed from the
ssary to instruct the patientto breathe through his/her nose during the
in order to avoid ingestion of broken off fragment insert fragments.

arefully inspect the insert before and during each treatment for any
iwear. Oo not use Insert that is scratched or rusted. In use, the insert
rop in performance is noted replace with a new insert.

Jeformed. the device could stop functioning and a massage could be

Bin the appropriate Insert is securely attached to the handpiece. Use
ng the Insert to the handpiece.

he insertin any way. Bending or prying the insert may cause it to

id inserts in any way.

lused inserts. In use, the insert might break,

ely with original Piezosurgery® spare parts. Use of non-authentic
)id the warranty. Never use non-authentic Piezosurgery® inserts as
surgery® device and may cause injury to you or your patient. The
jrgery® insert/s damages the threaded pin of the handpiece, with
iforiginal Insert on it.

may cause insert fracture which in turn may cause Injury.

ie insert and the ones ofthe handpiece. They must be cleaned.

;e the titanium nitride coating is visibly worn. ~

rthe cutting performance.

broken as hospital waste.

Gebrauchsanweisungen

Cklich in Kombination mit allen von Mectron S.p.A. hergestellten
zur Verwendungszweck/Anwendungen vorgesehen.
Gerat gelieferten Gebrauchsanleitung, Abschnitt

n Einklang zur entsprechenden Einstellungen, sowie sie in dem
Iben sind ("Entsprechende Einstellungen fiir die Instrumente”).
{licht es, Knochenstrukturen prazise und kontrolliert zu bearbeiten,
t der Osteotomie eingesetzt, wenn es gilt, schwierige, empfind/.'ohe
Beispiel fur die Praparation des Sinusfensters oder des

Idieses Instrument hochstens 10 Anwendungen.

uchsanleitung enthaltenen Warter “Gefahr”, “Achtung” und
zielle Bedeutung und Sie sollen sie mit besonderer

lungen und Verfahren, die ein Risiko von Tod oder schweren

id Benutzern darstellen

ngungen und Verfahren, die leichte Verletzungen oder Schaden
n

leirte Schaden beschreibt.

leser Gebrauchsanleitung
Inur e fiir den erst Gebrauch des
mit dem zum Piezosurgery®-Gerat gelieferten Gebrauchs- und

| Gebrauchs- und Wartungshandbuch des Piezosurgery®-Gerats
tnerksam zu lesen, das gesamte System konekt einzustellen, jede
jwissenhaft das Kapitel “Sicherheitsvorschriften” zu lesen.

i den darauffolgenden Verwendungen.

ing nicht steril und miissen daher vor dem Gebrauch mitdem

js im nachfolgenden Kapitel ,Reinigung und Sterilisation" der
ry®-Gerat gelieferten Gebrauchs- und Wartungshandbuchs

Wendung behandeln Sie es noch und dazu respektieren Sie die

hren oderjenen Im Kapitel ,Reinigung und Sterilisation” der zusammen
lelieferten Gebrauchs- und Wartungshandbuchs enthalten Ist.

erziglich nach jeder Anwendung zu erfolgen. Lassen Sie den
vorder nachsten Behandlung bitte nicht antrocknen!

n Behandlungen:

lieh auBerst gering auf diese Instrumente aus. Das Ende ihrer
aufVerschleiR oder durch den Gebrauch entstandene

lte kein Wasserstoffperoxid fiir die Reinigung der Instrumente!
Instrumente einzeln, um Verletzungen der Bediener zu vermeiden.
Handhabung der potenziell Infizierten Schneideinstrumente
nVerletzungen und Infektionen zu vermeiden.

Reinigung der Geréate verantwortliche medizinische Personal muss
en und mit den Schneide- und Spitzeninstrumenten stets besonders

che Relnigungslésung mit neutralem pH (6-9)* nach den Anweisungen
le das Instrument horizontal in einen sauberen Behalter. Fiigen Sie die
lis das Instrument/die Instrumente vollig bedeckt ist/sind.

10 Minuten lang bei 40 °C in der enzymatischen Lésung liegen. Dieser
ind Schleim aufdem Instrument/den Instrumenten.

ldes Instruments sanft mit einer Birste aus welchen Nylonborsten, um
en zu entfernen.

e die folgenden Teile der Instrumente besonders sorgfaltig:

(anal;

en wie die Schneiden und besonders die Zwischenraume zwischen

aus der enzymatischen Lésung.
nt/e sorgfaltig und bursten Sie es/sie sanft unter flieBendem Wasser
Nylonborsten. Wiederholen Sie diesen Vorgang, bir- der sichtbare

Wiederholen bie diesen Vorgang dreimal, um die eTreKiiv ennemung ues ouimuite» du» i
Innenflachen des Hohlraums zu gewahrleisten.

7 Spiilen Sie den Innenkanal des Instruments mit demlInerallsiertem Wasser mindestens 10
Sekunden lang mit einem Dnjck von 3,8 bar, um jeden Schmutzrest zu entfernen.

Ultraschallbad
8 Bereiten Sie eine enzymatische Reinigungslésung mit neutralem pH (6-9)* nach den Anweisungen
des Herstellers vor.

9 Legen Sie das/dle Instrument/e in eine Instrumentenschale aus rostfreiem Stahl mit einem

Netzboden. Legen Sie die Insbt Indas U fur die Reinigung und

achten Sie darauf, dass die Instrumente im Bad bei 40 *C von der Reinigungsldsung bedeckt sind.

Lassen Sie sie mindestens 10 Minuten lang im Bad liegen.

Nehmen Se das/die Instrument/e aus dem Ultraschallbecken und spiilen Sie es/sie mit

deminerallsiertem Wasser.

Birsten Sie die Inneren und auReren Oberflachen des Instruments sanft unter flieBendem Wasser

mit einer sauberen Birste aus welchen Nylonborsten. Spiilen Sie das/dle Instrument/e mit

deminerallsiertem Wasser nach.

Spilen Sie den Innenkanal des Instruments mit demineralisiertem Wasser mindestens 10

Sekunden lang mit einem Druck von 3,8 bar, um jeden Schmutzrest zu entfernen.

Achtung: Vor Beginn des Sterilisationszyklus vergewissern Sie sich, dass das Instrument auch

innen vollkommen trocken ist. Verwenden Sie gefilterte Druckluft, um etwaige Feuchtigkeit aus dem

Innenkanal zu entfernen. n

Auf diese Weise vermeiden Sie, dass sich Flecken oder Schlieren auf der Oberflache und Oxidation

im Inneren des Instruments bilden.

~  Gefahr: Kontrolle vor der Sterilisation: Alle Instrumente sind vor der Sterilisation zu

kontrollieren. Es geniigt eine olle bei guten Lichtver i 1, und no weise sind

keine VergréRerungsghilfen notwendig. Samtliche Teile der Instrumente sind zu kontrollieren, um

sichtbare Verschmutzungen und/oder Korrosion zu erkennen. Alle Teile der Instrumente sind sorgfaltig

auf sichtbare Verschmutzungen oder/und Korrosion zu kontrollieren.

Samtliche Instrumente sind sorgfaltig auf a und

Besondere Aufmerksamkeit ist zu verwenden auf:

- Stellen, in denen der Schmutz sich einnisten kann wie Hohlraume, Gewindeteile, Nuten (Lécher,
Kanale).

« Die Seiten der Instrumentenzéhnchen, falls vorhanden - die Schneidekanten.

- Inshesondere sind die Kanten auf Verformungen oder etngekerbte Stellen zu tberpriifen. Die Kanten

durfen keine Unterbrechungen aufweisen.

Sind die Oberflachen auf Sicht nicht sauber, so wiederholen Sie bitte die Reinigung und die Kontrolle.

Die beschadigten Instrumente bitte beseitigen.

=
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iren zu kontrollieren.

Verpackung

Das listrumgnt wird in einer fiir medizinische Zwecke venivendeten Standard-Einwegfolie in
geeigneter GroRe fur die Dampfsterilisation sterilisiert.

A lAchtung: Die Instrumente sind einzeln in die Einwegfolie einzuschweien.

A\A'thlung: Vergewissern Sie sich, dass die Folie groR genug ist, um die Instrumente
einzuschweilen, ohne den Verschluss in Spannung zu bringen und die Verpackung zu beschadigen.

Sterilisatien -Allgemeines - Sterilisationsmethode

Fihren Sie die Sterilisation nur mit dem Vorvakuum-Autoklav durch.

Dampfsterilisationsparameter wurden von Mectron S.p.A. validiert, um ein Sterilitatssicherheitsniveau

(Sterility Assurance Level - SAL) von 10®zu gewahrleisten.

A IAchtung: Falls mehrere Instrumente in einem Autoklavzyklus sterilisiert werden sollen,

kontrollieren Sie, dass das Hochstgewicht nicht tberstiiritten wird.

A IAchlung: Kontaminationsrisiko. Keine Schwerkraft Autoklaven fiir die Sterilisation

benutzen. Der Betriebszyklus eines Schwerkraft Autoklaven sichert die ausreichende

Sterilisation des inneren Kanals, Hohlraume und schwerzugéanglichen Bereichen des Einsatzes

nicht.

A IAchlung: Benutzen Sie nur Vorvakuum-Autoklaven, um die Instrumente zu sterilisieren.
IAch\ung‘ Verwenden Sie keine anderen Sterilisationsmethoden, denn es kénnte sich eine

Unvereinbarkeit mit den fiir die Herstellung der Instrumente verwendeten Materialien ergeben.

Wenden Sie nicht die folgenden Sterilisationsmethoden an: Sterilisation mit Athylenoxid,

ilisalion, Flash-At ing, STERRAD-Sterilisation, STERIS-System-Sterilisation oder

ahnliche.
Verwenden Sie nicht die folgenden Substanzen/Systeme zur Sterilisation der Instrumente:
Wasserstoffperoxid, Systeme aufder Grundlage von Peressigsaure. Formaldehyd, Glutaraldehyd
oder sonstige Losungen/Systeme.

Mindeststerilisationsparameter, die ein Sterilitatssicherheitsniveau (Sterility Assurance Level -
SAL) von 10®gewahrleisten

A Gefahr: die Oampfsteritisationsparameter wurden von einem unabhé&ngigen Labor validiert
und sie beziehen sich ausschlieBlich zu dem Betriebszyklus von einem Vor-Vakuum Autoklav.

Sterilisation « Parameter

p , die ein Sterilité

von 0™ gewahrleisten:

Zyklusart: VOR-VAKUUM - (3 Vor-Vakuum-Phasen - 60 mBar).
- Mindesttemperatur: 132 °C (270 °F).

Druck: 2.9 Bar (42 psl).

Mindestexpositionszeit (in der Verpackung); 4 Minuten.

- Mindesttrockenze
Achtung: Uberschreiten Sie NICHT die Temperatur 135 °C. Alle Sterilisationsphasen sind vom
Bediener gerriaR den Vorschriften EN 1ISO 17665-1:2006, EN ISO 556-1:2001 und ANSI/AAMt
ST:46:2002 auszufiihren.

(Sterility Level - SAL)

ilisatior

>

Wichtige Informationen tber die Sicherheit der Instrumente

A Gefahr: Bnjch und Verschlei des Instruments

Hochfrequenzschwankungen und Verschlei kénnen in seltenen Fallen zum Bruch eines Instruments
fuhren. Biegen, verformen oder schleifen Sie das Instrument auf keinen Fall. Verbogene oder
beschadigte Instrumente kénnen brechen. Eventuell auf diese Weise veranderte Instrumente diirfen
auf keinen Fall verwendet werden.

Sollte ein Instrument wéahrend des Gebrauchs zerbrechen, ist strengstens darauf Acht zu geben,
dass alle Bruchstiicke gefunden werden und vom Patienten abgenommen werden. In Oralchirurgie,
sind die Patienten anzuweisen, wahrend dieses Vorgangs durch die Nase zu atmen oder es ist ein
Kofferdamm einzusetzen, um die Gefahr zu vermeiden, dass er/sie eventuell abgeléste Bruchstiicke
des zerbrochenen Instruments verschluckt.

AIGefahr:
1 Der Instrument Ist verbrauchbar. Kontrollieren Sie d SInstrument stets sorgfaltig vor und
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Display kann ein Hinweis erscheinen.

Vor der Behandlung stellen Sie sicher, dass die Spitze fest im Handstlick befestigt ist Die Spitze

korrekt am Handstiick durch den mitgelieferten dynamometrischen Schliissel verriegeln.

Verandern Sie auf keinen Fall die Formdes Instruments. Wenn Sie das Instrument biegen oder

stark beanspruchen, kann es brechen. Verwenden Sie niemals verformte Instrumente.

Versuchen Sie nicht, gebrauchte Instrumente zu schleifen, denn sie kénnen wahrend der

Anwendung brechen.

Tauschen Sie das/die instrument/e ledigiich gegen neue Originalersatzteilen Piezosurgery® aus.

Die Anwendung anderer als der original Piezosurgery® Instrumente macht die Garantie des Geréts

riickgangig. Venwenden Sie keine anderen als die Originalinstrumente Piezosurgery®, da sie das

Piezosurgery®-Gerét beschadigen und zu Verletzungen bei den Patienten urrd den Betreibern

fiihren konnen.

Die Anwendung anderer als der Originalinstrumente Piezosurgery® beschédigen den

Gewindebolzen des Handsticks und fiihrt dazu, dass die Befestigung der Instrumente, auch der

Originalinstrumente, nicht mehr sicher ist.

Die Austibung eines zu starken Drucks kann zum Bruch des instruments und folglich zu

Verletzungen filhren.

Kontroltieren Sie die Gewindeteile des Instruments und des Handstticks. Diese Teile miissen

sorgféltig gereinigt sein.

Die Instrumente sind auszutauschen, sobald die Abnutzung der Titannitridbeschichtung sichtbar

vaf;dkuDer Einsatz eines abgenutzten Instruments veningert die Leistung und der Schnitt verliert
ektivitat

Gefahr: Klinische Abfélle *

Die abgenutzten oder beschadigten Instrumente sind als klinische Abfélle zu entsorgen.
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Francais Mode d’emploi

Cet Insert a été concu spécifiquement pour étre utilisé en conjonction avec tous les dispositifs Piezo-
surgery® produits par Mectron S.p.A.. sur la base de leur utilisation prévue/applications.

L'insert doit étre utilisé dans le respect des paramétres correctes, indiqués dans le livret mode d’em-
ploi, fourni avec le dispositif - paragraphe “utilisation prévue”. Cet insert doit étre utilisé en accord avec
les réglages appropriés, décrites dans joint le dépliant “réglages appropriés pour les insérts”.

L'insert polissant permet de travailler sur les structures osseuses de fagon précise et contrélée. L'in-
sert P>olissart est utilisé en ostéotomie lorsquiil s'agit de préparer des structures difficiles, et délicates,
par exemple pour la préparation de la fenétre du sinus maxillaire et pour préparer le site'a implanter.
Utiliser cet insert pour 10 applications maximum.

IMPORTANT: Les mots “Danger”, “Attention” et “Remarque” contenues dans ce document ont
un signifie particulier et doivent étre attentivement examinés.

A Danger: Identifie conditions et pratiques qui présentent une risque de mort ou blessures
graves pour le patient et/ou I'utilisateur.

IAs Attention: Identifie conditions et pratiques qui peuvent causer blessures mineures et
provoguer des dommages aux équipements.

REMARQUE; Avertissement qui n'est pas liée & un dommage.

IMPORTANT: Informations concernant le mode d’emploi présent.
Les informations contenues dans le mode d'emploi se limitent aux informations essentielles pour la
premiére utilisation de l'insert et doivent étre lues avec le Manuel d'utilisation et entretien fourni avec
le dispositif Piezosurgery®.
Il est donc nécessaire de lire attentivement le Manuel d'utilisation et entretien du dispositif
Piezosurgery® avant de commencer le traitement, mettre au point tout le systeme et contréler chagque
fonction en prenant soin de bien lire les paragraphes “Prescriptions de sécurité".
As Danger: Avant la premiere utilisation et les utiiisations suivantes.
L'insert n'est pas stérile au moment de la réception: il doit donc étre traité, avant son utilisation, selon
les procédures décrites ci-dessous dans le paragraphe ‘Nettoyage et stérilisation” du Manuel
d'utilisation et entretien fourni avec le dispositif Piezosurgery®. Aprés chaque utilisation du dispositif,
il faut le soumettre encore a un traitement en suivant soigneusement les procédés décrits ci-dessous
ou contenus dans le paragraphe « Nettoyage et stérilisation » du Manuel d'utilisation et d'entretien du
dispositif Piezosurgery®.
Procédé de nettoyage
Important: Les procédures de nettoyage doivent étre effectuées immédiatement apres chague
utilisation. Ne pas laisser sécher les inserts contaminés avant le traitement.
Limitations aux traitements répétés: Les traitements répétés ont un impact minimum sur ces
insfojments. La fin de leur vie est due normalement & I'usure ou aux endommagements causés par
l'utilisation.
A Attention: Ne pas utiliser d’eau oxygénée pour le nettoyage des inserts.

Danger: Pour éviter de nuire aux opérateurs, traiter les inserts singuliérement.
1l fout foire attention particulierement pendant la manipulation des instruments coupants et
potentiellement infectés afin d'éviter le danger de blessures et d'infections.
Le personnel sanitaire chargé de I'utilisation et du nettoyage des dispositifs doit utiliser des protections
adéquates et manipuler toujours avec soin les instruments coupants et pointus.
Préparer une solution de détergent enzymatique a pH neutre (6-9)*, en suivant les indications du
producteur du détergent. Placer l'insert dans un réservoir propre en position horizontale.
Ajouter une quantité de ta solution préparée, qui soit suffisante pour couvrir complétement l'insert/
les inserts.
2 Laisser linsert/les inserts dans la solution de détergent enzymatique pendant 10 minutes 240 "C.
Cette méthode réduit la quantité de sang, de protéines et de mucus présente sur l'instrument/les
instruments.
En utilisant une brosse souple de nylon, brosser délicatement toutes les surfaces de l'insert jusqu'a
éliminer toute la saleté visible.
REMARQUE: Nettoyer soigneusement toutes les parties suivantes des inserts:
- Trous de passage et canaux intérieurs:
L—jZones difficiles a nettoyer telles que les bords coupants et en particuliers les interstices entre les

lents.
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4 Enlever l'insert de la solution de détergent enzymatique.

5 Rincer soigneusement et brosser linsert/les inserts en utilisant une brosse souple en nylon sous
l'eau courante.

Répéter ce procédé jusqu'a I'élimination de toutes les impuretés visibles.

Utiliser 1ine <erinaiie individiielle notir iniecter et acnirer Ia anlition de déternent enamatine

e @ 000 LUPM &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

(2]

V Menre iinservies msens oans un plateau pour Instruments en acier inox avec le fond en gnliage.
Mettre le plateau dans le bac pour le nettoyage a ultrasons et s'assurer que dans le bain 240 °C
les instruments soient submergés. Laisser dans le bain pendant au moins 10 minutes.

10 Enlever lnsert/les inserts du bac pxur le nettoyage & ultrasons et lefles rincer a I'eau
déminéralisée.

11 Brosser les surfaces intérieures et extérieures avec une petite brosse souple en nylon, propre,
sous l'eau courante. Rincer l'insert"es inserts & I'eau déminéralisée.

12 Laver le canal intérieur de linsert a l'eau déminéralisée injectée a une pression de 3,8 bar pendant
au moins 10 secondes de fagon & éliminer tout résidu de saleté.

A Attention: Assurez-vous que l'insert soit complétement sec méme a l'intérieur avant de démarrer
le cycle de stérilisation. Utiliser de I'air comprimé filtré pour éliminer I'humidité éventuelle des trous de
passage. De cette fagon on prévient que des taches ou des halos paraissent sur la surface ainsi que
laformation d'oxydation & l'intérieur de l'insert.

A\ Danger: Controle avant la stérilisation: tous les instruments doivent étre controlés avant de les

stériliser. Un contréle visuel est suffisant, effectué en de bonnes conditions d'éclairage et générale-

ment sans ['utilisation d'instioments d'agrandissement. Toutes les parties des instruments doivent étre
controlées & ta recherche d'impureté visible et/ou de corrosion.

Tous les instruments doivent étre soigneusement controlés visuellement & la recherche

d'endommagement et de signes d'usure.

Il faut faire particulierement attention:

- aux points ol les Impuretés peuvent rester coincées comme les trous de passage, les pas de vis -
les parties rentrantes (trous, canaux) - les cotés des dents de l'insert, $Lprésentes, lefil des bords
coupants.

« \Vérifier en particulier les bords & la recherche de déformations ou de zones largement affectées.
Les bords doivent étre continus.

Si les surfaces ne sont pas visiblement propres, répéter le nettoyage et controler & nouveau. Eliminer

les instruments endommagés.

Conditionnement.

L'insert doit étre stérilisé en utilisant un sachet standard, individuel, pour la stérilisation & la vapeur,

médical, de dimensions adéquates.

ASAttention: Les instruments doivent étre confectionnés Individuellement en sachet.

ASAttention: Assurez-vous que le sachet soit suffisamment grand pour contenir les instalments

sans mettre en tension les sceaux et sans déchirer le conditionnement

Stérilisation - Généralités - Méthode de stérilisation.

Effectuer la stérilisation uniquement a la vapeur vide préliminaire en autoclave.

Parmetres de sterilisation & vapeur ont étés validés par Mectron S.p.A pour assurer le niveau de
stérilité de 1(t* (Sterility Assurance Level).

A's Attention: Si Vous devez stériliser plusieurs Instruments en un seul cycle en autoclave, faites
attentkNea ne pas dépasser la charge maximale de l'autoclave.

ASAttention: risque de contamination. Nutiliser pas une autoclave & déplacement par gravité pour
stériliser les Inserts. Le cycle opératif de 'autoclave & déplacement par gravité NASSURE PAS une
'Stérill"tion adéquate du canal Intemne, des cavités et des éléments enfoncés de linsert.

A Attention: utiliser UNIQUEMENT une autoclave vide préliminaire pour stériliser les inserts.

A Attention: Nutiliser jamais d'autres méthodes de stérilisation car celles-ci pounaient étre Incom-
patibles avec les matériaux utilisés pour fabriquer les instruments.

NE PAS UTILISER les méthodes de stérilisation suivantes: stérilisation a I'oxyde d'éthylene,
stérilisation & I'air c*aud, autoclave flash, ion STERRAD, stérilisation par systémes STERIS
ou similaires.

NE PAS UTILISER les substances/systémes suivants pour stériliser les instruments: eau
oxygénée, systéme & base d'acide péracétique, formaldéhyde, gluteraldéyde ou autres substances/
systemes.

Paramétres minimum de stérilisation pour assurer un niveau garanti de stérilisation (Sterility
Assurance Level « SAL) de 10+,

z1i Danger: les parametres de stérilisation a vapeur ont étés validés par un laboratoire
indépendant et se référent exclusivement au cycle de fonctionnement en autoclave VIDE
PRELIMIAIRE.

Stérilisation - Parametres
Paramétres minimum de stérilisation pour assurer un niveau garanti de stérilisation (Sterility
Assurance Level - SAL) de 16"
Type de cycle: vide préliminaire - (3 phases de vide préliminaire - 60mbar).
- Température minimum; 132 *C (270 @P).
- Pression: 2,9 bar (42 psi).
Temps minimum d'exposition (conditionnement): 4 minutes.
- Temps minimum de séchage: 20 minutes.
A Attention: Ne pas dépasser latempérature de 135 "C.
Toutes phases de stérilisation doivent étre effectuées par I ‘operateur en conformité aux normes
UNI EN ISO 17665-1:2007, UNI EN ISO 556-1:2002 et ANSI/AAMI ST:46:2002.

Informations importantes concernant la sécurité des inserts.

Danger: Cassure et usure de linsert.
Rarement les oscillations & haute fréquence et I'usure peuvent produire la cassure de linsert.
Ne pas plier, ne pas modifier la forme ni affiter d’aucune fagon les Inserts. Plier et forcer les Inserts
peuten causer la cassure. Les inserts qui seraient modifiés en ce sens ne doivent absolument pas
étre utilisés. Si un insert se casse pendant I'utilisation, faire trés attention & récupérer et éliminer tous
les fragments de linsert du patient. En chirurgie orale, il faut demander au patient de respirer par le
nez pendant le traitement ou bien utiliser une ‘digue dentaire’ de fagon a éviter le danger d'ingestion
de fiagments qui éventuellement se seraient détachés suite a la cassure d'un insert.

~  Danger:
linsert est consommable. Inspecter soigneusement I'insert avant et pendant chaque traitement
a larecherche dendommagement et/ou d'usure excessive. Ne pas utiliser I'insert s'il est rayé ou
rouillé. L'insert pounait se casser pendant ['utilisation. Si I'on remarque un endommagement ou
une baisse de performance, le remplacer par un nouvel insert.
REMARQUE: Si un Insert est déformé” digj: ’Y’Blfpoug"t arréter de fonctionner et un message
pourrait paraitre sur le display.
Avant le traitement, assurez-voy”ugj

main, ce qui rendra peu siire la fixation des inserts, méme les Inserts originaux.
6 L'application d'une pression excessive pourrait causer la fracture de l'insert ce qui. a son tour,
pourrait causer des lésions personnelles.
7 \Vérifier les parties filetées de l'insert et de la piece & main. Ces parties doivent étre nettoyées
soigneusement.
8 Les Inserts doivent étre remplacés dés que I'usure du revétement de nitrure de titane est évidente.
Lutilisation d'un Insert usé fera baisser la performance en termes de capacité coupante.
A Danger: Déchets hospitaliers
Eliminer les inserts usés ou endommagés comme déchets hospitaliers.
Espafiol Instrucciones para el uso
Este inserto ha sido proyectado especificamente para el uso combinado con todos los dispositivos
Piezosurgery® producidos por Mectron S.p.A., de acuerdo con sus destinos de uso/aplicaclones.
Se haga referencia al manual de usuario de folleto, suministrado con el dispositivo - parrafo “Destino
de uso”. Este inserto debe ser utilizado segtin los ajustes adecuados describidos en el folleto adjunto
“Ajustes adecuados para el inserto”.
El inserto alisador permite trabajar las estructuras éseas de manera precisa y controlada. El inserto
alisador es utilizado, en osteotomia, cuando se trata de preparar estructuras dificiles ydelicadas por
ejemplo para la preparacion de la ventana del seno maxﬂary para finalizar la preparacion del sitio del
Implante. Utilizar este inserto para 10 aplicaciones a méximo

IMPORTANTE: Las palabras “Peligro”, “Atencién” y “Nota” contenidas en este documento*
tienen un significado especifico y deben ser examinados con atencién.

As Peligro: Identifica condiciones y practicas que presentan un riesgo de muerte o heridas
graves para el paciente u el usuario.

A Atencion: Identifica condiciones y practicas que pueden causar heridas lleves y provocar
darios a los aparatos.

NOTA: Advertencia que no es relacionada con un dafio.

IMPORTANTE: Informaciones relativas a estas instrucciones para el uso.

Las informaciones contenidas en las presentes Instrucciones de uso se limitan a las esenciales para
el primer uso del inserto y deben leerse junto con el manual de uso y mantenimiento suministrado con
el dispositivo Piezosurgery®.

Por lo tanto, antes de empezar el tratamiento, lean atentamente el manual de uso y mantenimento,
configuren todo el sistema y verifiquen cada funcién, cuidandose de leer atentamente el parrafo

‘ Requisitos relativos a la seguridad”

" Peligro: antes del primer usoy de los usos sucesivos.

El Inserto no es estéril al momento de la recepcion y, por lo tanto, antes de su uso, debe tratarse,
segUn los procedimientos describidos a continuacion al parrafo “Limpiezay Esterilizacion’ del manual
de uso y mantenimiento suministrado con el dispositivo Piezosurgery®.

Después del primer uso del dispositivo, tratarlo de nuevo siguiendo atentamente los procedimientos
describidos a continuacién o mencionados al parrafo ‘ Limpieza y esteriizacion” del manual de usqy
mantenimiento del dispositivo Piezosurgery®.

Procedimientos de limpieza.

Importante: Los procedimientos de limpieza deben ejecutarse inmediatamente después de cada uso.

No dejen secar los insertos contaminados antes del tratamiento.

Limttaciones relativas a los tratamientos repetidos:

Los tratamientos repetidos tienen un impacto minimo en estos Instrumentos. El final de su vida 9.

normalmente, se debe al desgaste o a dafios causados por el uso.

A Atenci6n: No usar agua oxigenada para la limpieza de los insertos.

As Peligro: Para evitar dafios a los operadores tratar los insertos singularmente.

Es necesario prestar particular atencién durante la manipulacion de los instrumentos cortantes y

potencialmente infectos para evitar el peligro de heridas e infecciones.

El personal sanitario encargado del uso y de la limpieza de los dispositivos debe usar

protecciones adecuadas y manejar siempre con cautela los instrumentos con bordes cortantes y

aquellos puntiagudos.

Preparar una solucién de detergente enzimético de pH neutro (6-9)*. siguiendo las instrucciones
del productor del detergente. Disponer el inserto, horizontalmente, en un recipiente limpio. Afiadir
una cantidad de la solucién preparada, suficiente para cubrir completamente el inserto/los Insertos.
Dejar el inserto/los insertos sumergido/s en la solucién de detergente enzimatico por 10 minutos
a40 °C. Este procedimiento reduce la cantidad de sangre, proteinas y moco presente en el
instrumento/los instrumentos.

Con un cepillo limpio de cerdas suaves de nylon cepillar delicatamente todas las superficies del
Inserto hasta eliminar toda la suciedad visible.

NOTA: Limpiar minuciosamente todas las siguientes partes de los insertos:

- Orificios pasantes y canales Intemos:

- Zonas dificiles de limpiar tales como los bordes cortantes y, en particular, los intersticios entre los
dientes.

Sacar el inserto de la solucién de detergente er"zimético.

Enjuagar minuciosamente y cepillar el/los Inserto/s, con un cepillo de nylon de cerdas suaves,
debajo del agua corriente. Repetir dicho procedimiento hasta la eliminacion de toda la suciedad
visible.

Usar unajeringa desechable para Inyectar y aspirar la solucién de detergente enzimético en las
zonas dificiles de alcanzar (orificios pasantes/canulas). Repetir esta operacion tres veces para
garantizar la efectiva eliminacién de la suciedad de las superficies intemas del orificio pasante.
Enjuagar el canal intemo del inserto con agua desmineralizada a una presion de 3.8 bar por lo
menos por 1 0 segurfoos para poder eliminar evehtuales residuos de suciedad.

Bafio de ultrasonidos «

8 Preparar una solucién de detergente enziméatico de pH neutro (6-9)* segiin las instrucciones del
productor del detergente.

9 Colocar elflos inserto/s en una bandeja para Instrumentos de acero Inoxidable con fondo de red.
Colocar la bandeja en el estanque para la limpieza de ultrasonidos y asegurarse que los Instru-
mentos queden sumergidos en el bafio, a 40 °C. Dejar sumergidos por lo menos por 10 minutos.

10 Sacar el/los inserto/s del estanque para la limpieza de ultrasonidos y enjuagarlos en agua desmi-
neralizada.

11 Cepillar las superficies inlemee w .
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Repertorio numero 23346

AUTENTICA DI FIRMA
REPUBBLICA ITALIANA
lo Sottoscritto Federico
CATTANEI, Notaio alla
residenza di Genova, iscritto nel
ruolo dei Distretti Notarili Riuniti
di Genova e Chiavari, senza la
presenza di testimoni, certifico

che

Fernando BIANCHETTI, nato a
Chiavari (GE) il 23 febbraio
1953 con domicilio in Carasco
(GE) Via Loreto 15 A nella sua
qualita di Presidente del
Consiglio di Amministrazione in
nome e per conto della spettabile

“MECTRON S.P.A" con sede
in Carasco, Via Loreto n. 15/A,
capitale sociale Euro
6.429.000,00, iscritta al Registro
delle Imprese di Genova al
numero 01126960101 di cddice
fiscale e al R.E.A. 253624.

della cui identita’ personale e
poteri, io Notaio sono certo, ha
firmato il sovraesteso documento
in mia presenza, redatto in lingua
inglese, lingua da me conosciuta,
in Chiavari (GE) Via Rivarola
69/1, il giorno 16dicembre 2015
aile ore 11.00
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File Number 23346

CERTIFICATION
OF SIGNATURE
REPUBLIC OF ITALY

| undersigned Federico
CATTANEI Notary Public
resident in Genova, a register

member of the Order of Public
Notaries for the Districts of
Genova and Chiavari, nobody
applying for the assistance of
witnesses, do hereby certify that
Mr. Fernando BIANCHETTI,
bom in Chiavari (GE) on
February 23, 1953, with domicile
in Carasco (GE) Via Loreto 15 A,
in his capacity of Chairman of the
Board of Directors in the name
and on behalf of the company:

“MECTRON SPA”, with
registered office in Carasco (GE),
Via Loreto 15/A, the share capital
of € 6.429.000,00 tax code and
registration number in  the
Company Register of Genoa
01126960101 and REA 253624,
whose personal identity, quality
and power | Notary Public am
certain, signed the document
hereinabove in my presence, in
English, as the English language
is well know by me, in Chiavari
(GE), Via Rivarola 69/1, on
December 16,G015 at 11.00 a.m.



PROCURA DELLA REPUBBLICA
PRESso IL TRIBUNALE DI GENOVA

APOSTILLE
(Convention de La Haye du 5 octobre 1961)
\ m/ }
1- Paese rITALIA

Il presente atto pubblico

2 - é stato sottoscritto da CATTANEI FEDERICO
3- nella sua qualité di NOTAIO
4 - porta il sigillo di CATTANEI FEDERICO DI PAOLO NOTAIO IN
GENOVA
ATTESTATO

5 -in Genova 6-4/1/2016

7 - dal Procuratore della Repubblica presso il Tribunale di Ge nova
8- col numero..ju........ /CIVIAP/2016
9-Sigillo" _ 'V, 10- A( ma

! A IL SOST.

) A pppUBBLICA
Dlu. Emilio Gatti
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OnctpunbsroTtop B CLUA:
Jlorotun: /Mbe3ocepa>kepn VHKopnopeidTug
(Piezosurgery Incorporated) /

850 MuuuraH AseHto, Konymbyc, wrat Oraiio
43215, CLUA

(850 Michigan Avenue, Columbus, Ohio
43215)

Ten.: 614 459 4922

dakc: 614 459 4981

WMHTepHeT: \WA\V.piezosurgerv.u.s

3n. nouta: infoi/piezosureerv.us

Jlorotun /MekTpox (Mectron)/
MeauumHcKoe 060pyoBaHMe

/Mapkuposka CE 0476/

MpounssoguTens:

"MekTpoH C.n.A." (Mectron S.p.A.)

Bua Jlopeto 15/A, 16042 Kapacko (["eHys),
Wtanua

(Via Loreto 15/A

16042 Carasco (Ge) Italy)

Ten. +39 0185 35361

dakc: +39 0185 351374

WwwepHer: vwwww\.mectron.com

3. nouta: mectronTrmectron.com

02150048 MHCTpYyKLMA No aKcnayaTauuy Hacafok lNbe3ocepixepn AunamaHTtatu
("Piezosurgery Diamantati") Bepcus: 02 ot 27.08.2015 r.

VHnymanbl depHaHgo BbsHkeTTn (BF)
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MpownssoauTens

BHumaHue! CnegyeT 03HaKOMUTLCA C
COMNPOBOAUTENBHON LOKYMEHTaLMEN.
Mapkupoka CE, HOTUGMLMPOBaHHBI opraH
cepTumkaumn: «Kuea Cepmet Utanma» (Kiwa
Cermet Italia)

OcTtopoxHo! defiepanbHOe
3akoHogaTenscTso CLUA paspeluaet
NpoAaXy 3TON NPOAYKLUM TOMbKO
Bpayam-ctomarosioraMm Wi no ux

3aKasy.

Homep no katanory

WIHCTPYKLMA MO 3KCTyaTaLum

HecTepunbHoe nsaenve



AHINNACKNIA VIHCTpYKLMA N0 NPUMEHEHUIO

[JaHHaa Hacafka npefHasHauyeHa WCKHOUMTENbHO /18 WCMOMb30BaHA
COBMECTHO CO Bcemm YycTpoiicsbammn [Mbesocepmkepn (Piezosurgery)®
npomssoactea KommaHun «MektpoH C.n.A.»  (MecTron 8.p.A) B
COOTBETCTBUM C Ha3HaueHneM 1 Chepoil MpuMeHeHns. CM. UH(opMaLMio

PYKOBOACTBE  MONb30BaTENs, MOCTaB/SEMOM B KOMM/EKTe C
YCTPOCTBOM - MyHKT "Mcnonb3oBaHMe No HasHadeHuto". [pexae vem
npucTynaTb K 3KCr/yaTauum Hacadok, ybeauTechb, 4TO napameTpbl
HacafloK BbIGpaHbl 1 YCTaHOB/EHbI B COOTBETCTBUM C PEKOMEBAALVAMU B
npunaraemoii  6powtope  "MpaBunbHble MNapamMeTpbl HACTPONKU  [/1a
HacafoK". CriakuBatoLLye HacafKn UCMONb3YHOTCA B TeX CyyastX, Korga
HEOOXOAVIMO  BbIMOMHUTL  BbICOKOTOUHYIO W akKypaTHyt0 06paboTky
KOCTHbIX CTPYKTYp  Crnaxvisalolme HacafKv WCMonb3ytoTcs  npu
OCTEOTOMWW, KOTJa Heobxoaumo obpaboTaTb TPyAHble W TOHKWe
CTPYKTYpbl, Hanpumep, 18 00paboTKM OKHa CuHyca WM Ha
3aBepLUMTENbHOM 3Tane MOArOTOBKM /IOXKe MMMNaHTaTa. 3TV Hacafku He
[OMKHBbI 1cnonb3oBaTbes 6onee 10 pa3
BAXXHO! Ocoboe BHUMaHMWe cnefyeT 06paTWTb Ha YKasaHMA W
pekoMeHaauuu, BblJeNeHHble 3arofioBkamu «BHuMaHKe!»,
«OCTOPOXHO!», «[1pMMeYaHme» B HaCTOSALLEM JOKYMEHTE.

BHVMMAHWME! 370T 3HaK YyKas3blBaeT Ha pPUCK MONyYeHUs
TSXKENI0N WU CMepTeNbHOM TpaBMbl MPU HECO6/OAEHNMN YKa3aHHbIX
Tpe6oBaHwii.

OCTOPOXXHO! 3T10T 3HaK yKa3blBaeT Ha OMacHyK CUTyaluio,
KOTopas, ecin ee He 136exarb, MOXET MPUBECTU K HE3HAYMTE/IbHOW
TpaBMe WM K NOBPEeXAeHWI0 060pyf0BaHuS.

MPNMEYAHWE: 3aecb ykasbiBaeTcsi MHGOpMauuMsi, KoTopas He
MNMEeT OTHOLLEHUSA K NPUYMHEHWIO BPeja 340POBbI0.

J+ BAXXHO! NHhopmaums 0 JaHHOM pyKOBOACTBE MOMb30BaTENS.
HacrosiLiee  pyKOBOACTBO MO/Mb30BATENA  COLEPXMT BCe OCHOBHble
CBEJEHVA O MpaBWiax MepBUYHON 3KCM/yaTauum HacafoK U [O/DKHO
NPUMEHSATLCA TONbKO COBMECTHO C «PYKOBOACTBOM MO 3KCMIyaTauum v
TEXHUYECKOMY OBCMY>KMBaHUIO», MOCTaBNSEMbIM B KOMMEKTe ¢ Balumm
ycTpoiicTBoM.  [oaToMy, Mpexae YeM NpUCTynatb K JIBYEHMIO,
BHVMATENIbHO 03HAKOMbTECH C  WHCTPYKUME MO MNPUMEHEHWIO W
TEXHUYECKOMY OOC/Y>XVBaHUIO, HAacTPOMTe BCE MapaMeTpbl CUCTEMbI U
nposepbTe  paboTOCMOCOGHOCTL  BCeX ee  (hyHKumiAi  OcobeHHo
BHVMATENIbHO O03HAKOMbTECh C pasfenoM «TpeboBaHWMA MO TeXHWKe
6e30MacHOCT».
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T BHUMAHUE!
MCMNONb30BaHNEM
B cBA3 C Tem, YTO HacafKuW MOCTaBAKOTCA HeCTepWNbHbIMK, Mepes,
1CMO/Mb30BaHMEM HEO6X0AMMO MpoM3BeCTU KX 06paboTKy. [Ana aTtoro
BbINOMHWUTE BCe AEMCTBWA, YKasaHHbIe HUXe UMK B NyHKTe «O4ncTKa 1
CTepunu3aLms» PYKOBOACTBA MOMb30BaTENs, MOCTAB/ISEMOr0 B KOMM/IEKTe
C yctpoiicTBoM. [Mocne nepsoro ¥ nepes KaxabiM  MOBTOPHbIM
1CMO/Mb30BaHMEM  HE06X0AMMO  TLLaTeNbHO 06pabaTbiBaTb — Hacagky,
Creays MHCTPYKUMAM, W3MIOKEHHBIM HIDKE W/wuan B pasgene "Ouuctka u
CTepumn3aLmsa™ pyKoBOACTBa NOMb30BATENS, MOCTaB/SEMOr0 B KOMM/IEKTe
C YCTPOVCTBOM.

MopsAOK OUNCTKM.

BaxHas wuHdpopmauusa: [locne KaK4Oro  MCMONMb30BaHWA — credyeT

He3aMeINTEeNbHO OYMILATL HacadKy OT 3arpssHeHuii. He ponyckaiite

CYLLK 3arpsisBHeHHbIX HacafloK nepej NOBTOPHOM 06paboTKON.

OrpaHuyeHnsi MO MOBTOPHON 06paboTKe: MOBTOPHas 06paboTKa

OKa3blBAET Ha 3TV WHCTPYMEHTbI JLb MUHVMabHOE BO3AENCTBYE

OKOHYaH1e cpoKa Cyx6bl, Kak npaBuwsio, ONpeaenseTcs YpoBHEM U3HOCA

1 MOBPEXAEHNAMM, BO3HUKLLIMMU B NMPOLIECCE 3KCMTyaTaLmm.

L OCTOPOXXHQ! He vcnonb3yiite nepekucb BOAOPOAA A8 UMCTKM

HacafjoK

L BHVMMAHWE! Bo u3bexaHue TpaBM MNpPOM3BOAWTE MOBTOPHYHD

06paboTKy HacafoK OTAENbHO APYT OT Apyra.

Mpn paboTe C PeXyLMM WHCTPYMEHTOM CrefyeT MposBAsTb 0Cobyto

OCTOPOXXHOCTb B BBWAY OMAcHOCTW TPaBMMPOBaHUA U MH(ULIMPOBaHKA

NpyY HA/IMYUN 3arpAsHEHUn Ha WHCTpPYMeHTe. MeayUMHCKWIA nepcoHan,

paboTatolwmiA ¢ YCTPOCTBOM 1 BbINOMHANOWMIA €0 OYUCTKY, AOMKEH

NPUHATL  Haf/ieXallme Mepbl MO TexHWke 6e3onacHocTU. [pedenbHo

OCTOPOXXHO 06pALLAiTECh C MHCTPYMEHTaMM, UMEOLLMMI OCTPble KPOMKY

1 HAaKOHEYHMKMN.

1MpuroToBbTe MArKWiA pacTop (yposeHb pH 6-9) C (hepmeHTaTVBHbIM
MOMOLLMM  CPeACTBOM* B COOTBETCTBMM  CO  CrieLmmKaLnamm
npoussogutens  omecTWTe HacafkKy rOpPWU3OHT&bHO B YMCTbIN
KOHTelMHep. HaneliTe B KOHTEHeP MPWUroTOB/IEHHbIV PAacTBOP B TakOM
KONMYeCTBe, YTOObI OH NepeKpbIN Hacaaky (Hacagkm).

2 [laiiTe Hacagke (Hacagkam) NponMTaTbCA (hepMEHTATUBHLIM MOHOLLMM
pacTBopoM B TedeHue 10 murryT npu Temnepatype 40°C.

B xope 370 npoueaypbl ¢ UHCTPYMeHTa 6YAYT YAaleHbl NATHA KPOBY, a
TakoKe OCTaTKM Befka 1 Crmsu.

3 cnonb3ys YMCTYHO LLETKY C MAFKOA HEMNOHOBOM LLETUHOMW, akKypaTHO
0YMCTUTE BCE MOBEPXHOCTW Hacafkw, MPOLO/Kas Aenarb 3To0 A0 Tex
rop, noka He 6yayT yaaneHbl BCE BUAVMbIE 3arpsisHEHMS.
MPUMEYAHWE: npousseaute TLLATENbHYHO OYUCTKY C/eayHoLLImMX
[leTaneli HacadoK:

- MONOCTY U BHYTPEHHWIA KaHan;
- TpyZHO MOAJAOLLMECH YMCTKE AeTanu, HanpuMep, PeXyLLme KPOMKM,
1 B 0COBEHHOCTN HEBO/bLLIVE NMPOMEXYTKM MeXAy 3y6Lamu nunbl.

4 13BneKknTe HacafiKy W3 hepMeHTaTMBHOIO pacTeopa.

5TwatenbHO NPOMOVATE NOA eTpyei BOLOMPOBOAHOM BOAbI U OUUCTUTE
HacagKy OT 3arpsi3HeHWiA, MCMOMb3ys LUETKY C MSAFKO HelinoHOBON
LLeTVHOI. MoBTOpAliTe 3Ty Mpouesypy A0 Tex nop, foka He 6yayT
yaneHbl BCe BUANMbIE 3arpsisHeHA.

6 Habepute B 0HOPA30BbIi LLMPUL, (hePMEHTATUBHBIA MOOLLWMIA PacTBOP

Mepes nNepBbiM 1 KaXAbIM  NOCNEAYHOLMM

BaxkHas nHpopmauus no TexHnke Rl
HacafKkamu.

1

BHumaHwue! MoBpexzaeHne 1 U3HOC HacafoK

B peakvx cryyasix BbICOKOUACTOTHblE KOMEGaHWs W U3HOC MOryT
CTaTb MPUYMHO MOBPEXAEHNS HAca[oK

3anpeLyaetcsa crubatb, U3MeHSITb OPMy HacafoK WM NpuAaBaTb UM
HOBYIO (POPMY KaKuM Obl TO HM 6bIIO cnocoboM Ecam nonbitatbes
COrHYTb WM MPUMOAHSATL KOHUMK HAacafKu pbl4aroM, OHa MOXET
TpecHyTb. Hacazku, KOTOpble 6biM NOBPEXAEHbI TakuM CrMocoboMm,
ucnonb3oBath 3anpeluaetcs. Ecm Hacagka cromanach BO Bpems
onepauyy, HeobxogMMO C 0COGOM TLIATENbHOCTHIO COBpaTh Bce
00MOMKM  HacafKu U YOaMMTb WX W3 30Hbl  XMPYPrAYECKoro
BMeLLIaTeNbCTBa. [1py MPOBEAEHWM XMPYPrMYeCKUX Onepauuii B
UeMtOCTHO-NMLIEBOI 06/1aCTV MOMPOCUTE MalMeHTa [plllaTh Yepe3
HOC BO BPEMSI NIEYEHWSs, WM Xe UCMoNb3yiTe Kodiepaam, YyTobbl

npeaoTBpaTUTL

npornatbiBaHne nalmeHTom (bpaFMeHTOB

CNNOMaHHbIX HacafoK.

1

BHumaHue!

Hacagka sBnseTca pacxogHbiM matepuasioM. [lepef Kaxaoi
XUPYPruyeckom onepaupeii M BO BpeMA Hee  TLUATENbHO
NpoBepsifiTe COCTOSHME Hacagku. Hacagka He [omkHa 6biTb
MOBPEX/eHa WM UMETb 3HAUUTENbHBIA U3HOC He mcronb3yiite
Hacafikn CO CnefjaMn LapanuH WM pKasBumHbl. Hacagka MoxeT
CnomathbCA BO Bpems 3Kcrnyataumm Ecnm Bbl 0BHapyxuim
MOBPEXAEHNA NN YXYALLleHne paboumx XapaKTepUCTUK HaCaaKm
TaKyto Hacajiky CrieflyeT 3aMeHWTb Ha HOBYHO.

MPUMEYAHWME: ecnn Hacagka [AethopMumpoBaHa, paboTa
YCTPOCTBA MOXET MpeKpaTUTbCs, W Ha AWCI/Iee  MOXET
MOABUTLCA COOTBETCTBYHOLLIEE COOBLLEHME.

Mpexxae Yem NpUCTYNaTh K neve6HON npoueaype, ybeamteck, YTo
BblbpaHHaA Hacafka Haf/jexalym obpasoM 3admKcupoBaHa Ha
HakoHeuHVKe [ns  wKcaumMyM HacagKM Ha  HaKOHEUYHWKe
MCMONb3YyNTe AUHAMOMETPUYECKUI KITHOY.

3anpeLlaeTcs M3MEHATb (IOpMY Hacafku Kakum 6bl TO HU OblIO
Croco6oM. Ecnn nonbITatbCa COrHyTb WM MPUMOAHATD KOHUMK
HacafiKn pblyaroM, OHa MOXeT TPecHyTb. 3anpeLlgeTcs
MCMONbL30BaTh AeOPMUPOBaHHbIE HACAKM KaKUM Obl TO HY BbI0
Croco6om.

3anpeLUaeTcs NpPoM3BOAMTL MOBTOPHYKD 3aTOYKY —Hacazok,
6bIBLUMX B ynoTpebneHnn. Takve Hacafky MOryT CNOMaThCA B
npoLiecce aKcryaTauuu.

3aveHsaiiTe  Hacagky  (Hacagkw) UCKMIOUMTENBHO  Ha
opurMHanbHble  Hacagku  [Mbesocepmkepy  (Piezosurgery)®
Vicronb3oBaHne HeOpPUrMHanbHbIX  Hacafok  [Mbesocepmkepn
(Piezoslugery)® BneyeT 3a COOO aHHYNMPOBaHWE rapaHTUM Ha
YCTPOMCTBO. HMKOrAa He UCMonb3yliTe HEOPUTMHA/TbHbIE HacaaKM
Mbesocepmkepn  (Piezosurgery)®! [Mpu HeCOBMOAEHUN 3TOMO
TpeboBaHWA Balle YCTPOCTBO Piezosjrgery® MOXeT ObITb
MOBPEX/EHO, YTO MOXET MPUUMHWTL TpasMy BaM WM BalMM
nauveHTam. [lpy  MCNOMb30BaHWS HEOPUTMHATBbHBLIX  HACafoK
Mbe3ocepmkepy  (P(eroSurSery)® noBpexgaeTcs  pe3b6oBast
LNWIbKa — HaKOHEYHWKa, B pe3y/bTate Yero  KperseHve
OPUrMHaNbHBIX HAcaloK Ha HAKOHEUHWKeE oclabeBaer.
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N pacnbinnTe ero B TPYAHOAOCTYMHblE Y4yacTKu (MOMOCTW/KaHHM).
MosTOpUTE 3Ty MpoLeAypy Tpu pasa 41 Toro, YTo6bl MOMHOCTHIO
YJaNMTb BCe 3arpsi3HEHNA Ha BHYTPEHHE NOBEPXHOCTU MO/OCTY.

7 MpomoiiTe BHYTPEHHWIA KaHa/l Hacagku AMCTUNNMPOBAHHON BOAOWA,
HarHeTas ee nog fasneHvem 3,8 6ap B TeyeHue Kak MuHUMYM 10
CeKyHf, YTo6bl YAaUTb BCE OCTaBLLMECS 3arpsA3HEHWS.

YnbTpa3ByKoBas BaHHa

8 MpurotoBbTe MArkuin pactsop (pH 6-9) ¢ (hepMeHTHbIM MOOLLM
CpeaCTBOM* B COOTBETCTBUM CO CrELMBMKALMAMI MPON3BOAUTENS.

9lMomecTuTe Hacagky (Hacafkv) B WHCTPYMeHTabHblli /IOTOK W3
HEPXXaBEOLLIEN CTaNn C CeTHaTbiM AHOM.

MMomecTuTe NOTOK B YNbTPa3BYKOBYK) BaHHY W ybeauTech, 4TO
WNHCTPYMEHTbI MOrPYXXeHbI B pacTBOp B BaHHe npu 40 °C. MNpoussoauTe
06paboTKy B TeYeHME KaK MUHUMYM 10 MUHYT.

lo V13BnekunTe Hacafiky V3 y/bTpa3ByKOBOI BaHHbI U MPOMOITE ee
[AMCTUNNIMPOBAHHOM XO0AHON BOAOWA.

1 OumncTuTE BHYTPEHHME U HapY>KHble NOBEPXHOCTY Hacafiku OT
3arpsi3HEHU i NP MOMOLLY YMCTOA MSAMKOWA LUETKM C  HENNOHOBOWA
LLIETVHOW, MOACTaBMB HacafKy Mo CTPYH BOAbl M3 BOAOMPOBOAHOIO
KpaHa. [MpomoliTe HacazKy NOA CTpyew ANCTUANNPOBAHHO BOAbI.

12 MpomMoiiTe BHYTPEHHWIA KaHan Hacagku AUCTWUANMPOBaHHON
BOJOW, HarHeTas ee nop fasneHvem 3,8 6ap B TeYeHWe Kak MAHUMYM 10
CeKyH/, YT06bl YAa/MTb BCE OCTaBLLMECS 3arpA3HEHUS.

OctopoxHo! Mpexae Yem 3anyckaTb LMK CTepuanaumy, yoeanTech,
4TO HacafKa abconoTHO cyxas, B TOM Yucre, U3HYTPW. YanuTe Bnary u3
BHYTPEHHEN MOMOCTW, WUCMOMb3ysi OT(MNLTPOBaHHbIA CXKaTbIli BO3AYX.
3T0 NOMOXKET M36eXKaTb NOSABMEHUSA MATEH WM Le()eKTOB Ha NOBEPXHOCTU
WN BHYTPEHHErO OKWUCNEHWS HACAAKW.

BHUMAHWME! KoHTponb nepep crepunusauyumeid.  [Mepeq
CTepunu3aumeli NpoBepbTe BCE MHCTPYMeHTbl. B uenom, 6yder
[I0CTaTOMHO MPOBECTU BU3yaNbHbIA OCMOTP B YC/IOBMAX XOPOLLEro
OCBeLLeHNs 6e3 NPUMEHEHNA YBENMUUTENbHBIX MPUBOPoB. Bce feTanm
WHCTPYMEHTOB HEOBXOAMMO MPOBEPUTL Ha MPeAMET Ha/Muus BUAVMBIX
3arpasHeHnin  w/vnu  cnegoB  Kopposvu. [poBepbTe  BU3yaslbHO  BCE
VHCTPYMEHTBI Ha MPpeMeT Ha/nuus NMOBPEXAEHWIA UM CNefoB M3HOCA.
Oco60e BHMMaHWe 06paTuTe Ha CrefyHoLLiee:

W MecTa CKOMMeHUs 3arps3HEHWiA, Hampumep, MonocTy, pe3bboBble
feTanm - nasbl, YrayéneHus (OTBEpPCTUS, KaHOM) -  BGOKOBblE
MOBEPXHOCTM 3y6LI0B HaCaKV - OCTPbIe PeXyLLMe KPOMKM

- Oc06eHHO TLUATENbHO TpOBEpPbTE Kpas Ha NpeaMeT  Haamuus
6ONbLUMX BMATWH, LapanuH, 3a3y6puH WM APYrux MOBPEXLEHWIA.
MoBEPXHOCTb KpaeB [0MKHa ObITb POBHOW, 6€3 3a3y6pUH.

Ecnn  3arpssHeHMs Bce elle O06Hapy)XMBalOTCA NpW  BU3yasibHOM
OCMOTpe, MOBTOPMTE MPOLEAYPY OYMCTKM W MOBTOPHO MpoBepbTe
Hacafky Ha HalMume 3arpssHeHWd.  YbepuTe  MOBPEeXAEHHble
WHCTPYMEHTbI.

YnakoBka.

CTepynu3aums  Hacafiku  MOXET — OCYLLECTBMATCA  MpU  MOMOLLM

CTaHAApTHOrO  OfHOPA30BOr0  MakeTa  MapoBOM  CTepumM3axLLy

COOTBETCTBYHOLLEr0 pasmepa A1 UCMO/Mb30BaHWsA B MEANLIMHCKUX LIENsX.

OcCTOpOXHO!  Kaxapblii WHCTPYMEHT HeobXoaMMmO yhakoeaTb B
VHAVBUAYA/bHYIO YMNAKOBKY.

N\ OcTopoxHo! Y6eauTecb, 4TO BHYTPEHHWIA MaKeT SBASETCA

6 He npunaraiite u4pe3aMepHbIX YCre-l.
Hecob6/tofeHNN 3Toro TpeboBaHUs Hacaaka'iss”
MOXET MPUYNHUTL TPaBMY BaMm UMW BaLLMM MaupeHTaT!"
MpoBepbTe pe3b6OBble AeTaM HacaAKM WM HAKOHEUYHMKa
[eTanu JOMKHbI 6bITb YACTBIMA.

8 EC/M Ha NOKPbITUM W3 HUTPWUAA TUTaHa MOSBNAIOTCA BUAVIMblE
Cliefibl U3HOCA, HacafKy CfefyeT He3aMe/IMTe/bHO 3aMeHUTb Ha
HOBY!O.

Mpyv  MCNONb30BaHUM  U3HOLLEHHLIX  HacafloK  YXyALIarTcs
pabouve XapaKTepucTMKM pesaHus.

1 BHUMAHWE! mMeamumHCK1e 0TX0Abl

B cnyuyae n3Hoca Win NoBpeXaeHns Hacaaky (Hacaiky) Heo6xoamMMo

YTUAN3MPOBATbL KaK MEeAULIHCKME OTXO/b!.
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[OCTaTOMHO BO/bLWMM AN XPaHEHWS WHCTPYMEHTa, WHCTPYMEHT He
pacTArMBaeT LUBbI YNaKoBKW N He BO3HWKAET PUCK ee pa3pbiBa.
Ctepunusauus - O6Lme cBefeHns - MeTog cTepuaunsaumu.
Crepunmsaums [O/MKHA BbIMO/HATECA WCKIOUMTENLHO B aBTOK/aBe Mo
TEXHO/OMMM NpeaBakyyMHO NapoBoi CTepUIM3aLmK.

MapameTpbl MapoBOi CcTepunM3aumnm 6GbUIM  MNPOBEPeHbl  KOMMaHWew
«MekTpoH C.n.A» (Mectron S.p.A) pAns  [JOCTUXKEHUS  YPOBHS
obecneyeHns ctepunbHocTy 10-6 (SAL).

1. OcTopoxHo! Ecnn npoueaypa CTepunusaLmm cpasy HEeCKONbKMUX
WHCTPYMEHTOB BK/OYaeT B Ce6S TOMbKO OAMH LWIKN aBTOK/aBMPOBaHUS,
ybeauTech, UTO MakCUMasbHas Harpyska Ha aBTOKNaB He MpeBbILLleHa
?. BHumaHue! Puck 3arpssHeHus. He ncnonb3yiite cTepuimsatop
rpaBMTaLMOHHOIO TMNa ANa CTepunmsauum Hacagok. Pabounit Lmkn
cTepunusaTopa  rpaBMTaLlMoOHHOro  Tuna  uve  obecneuvsaeTt
HafineXatleil CTepunmn3aumMmn BHYTPEHHEr0 KaHana, nosocTeld, nasos,
yrny6neHunit 1 NpoUnx OTBEPCTUIA Ha Hacafke.

1. BHumaHve! [Ona  cTepuiMsayum  HacagoK  UCMOMb3yiiTe
UCK/IOUNTE/NBHO NpeaBaKyyMHbIA aBTOK/aB.

OcTopoxHO!  KaTeropyuecku 3anpeLuaeTcs WCMoNb3oBaTb — Apyrue
Crocobbl CTEpUM3aLMN M3-32 BO3MOXHOWA HECOBMECTUMOCTU HacafoK C
matepuasiami Apyrx YCTPOACTs Ans CTepumMsaLmn

HE WNCNOJIb3AYUTE cnegylowme  MeTodbl  CTepunusauumm:
CTepUNM3aLmNs ITUNEHOKCUAOM, CyXOXapHas CTepuinsauys, CKOpOCTHas
CTepunusaums B aBTOK/MaBe, cTepunmsaums «CTEPPAL» (STERRAD),
cuctembl  «CTEPUC»  (STERIS)  wam aHa/lorMYHble  CUCTEMbI
cTepunmsaLmm
SAMNPEWAETCA cTepunmnsaums € WCNONb30BAHNEM  CreAyHoLLMX
WHCTPYMEHTOB WM  XMMWYECKMX BELUECTB: MepeKncb BOAOPOJaA,
CuCTEMa HafyKCYCHOM KWCNOTbl, (hopManbAerug, rnoTapanbierng wim
aHa/IorNYHble CPeaCcTBa WM CUCTEMbI CTEPUAM3ALINN.

MuHWMa/bHble peKOMeHALyeMble napamMeTpbl NapoBoW CTepuam3aLmm
[N OCTWXKEHNS YPOBHSA 0becrieveHns cTepunbHocTM 10-6 (SAL)

L BHWUMAHME! 3T napameTpbl MapoBOi CTepuaM3aLum,
NPOBEPeHHbIe He3aBMCMMO nabopatopuei, OTHOCATCA
UCK/IOUNTENBHO K paboyemy UMKy  cTepunMzaumn B
MPEABAKYYMHOM aBTOKNaBe.

Crepunusauus - MNapameTpbl

Tun umkna; MPEABAKYYMHbIN (3 npeapakyyMHble dhasbl - 60 M6ap)

MuHuManebHas Temneparypa: 132 °C (270 °F).

[Jasnexue: 2,9 6ap (42 thyHT/KB.ALOIM).

MuWHMMaNbHas  NPOAO/MKMTENBHOCTL  LMKMA  cTepunmsaumn (B
YNaKoBKe): 4 MUHYTbI.

MuHVMaIbHOE BpeMS CYLLKMN: 20 MUHYT.

OcTopoxxHo! Temnepatypa He fo/MKHa ObITb Bbiwe 135 “C.
CTepunusaums Ha BCeX 3Tanax [O/DKHa OCYLLECTBNATLCA OMepaTopoM B
COOTBETCTBUAM C TpeboBaHuAMM cTaHgapToB EN ISO 17665-12007, EN
1SO 556-1:2002 1 ANSI/AAMI ST:46:2002.



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

Howmep thaiina; 23346

HOTAPUANBbHOE 3ABEPEHME NOANMUNCHK
NTANbAHCKAA PECNYBNUNKA

A, Hwkenognucaswuiica, Pegepuko KATTAHEW (Federico
CATTANEI), HoTapuyc, npoxwuBawowmii B [eHye (Genova),
3aperncTpupoBaHHbllii YneH PeecTpa HOTapuycoB MO OKpyram
FeHys n KbsBapu (Chiavari), B oTcyTcTBMM XogaTaiicTBa o0
npucyTcTBUN othrLmManbHbIxX cBugeTenei nognucaHms
[OKYMeHTa, HacTosLMM YAOCTOBEpsito, 4TO Tr-H PepHaHAo
BbAHKETTW (Fernando BIANCHETTI), poxpaeHHbIR 23
teBpans 1953 roga B KbsaBapu ([eHys), NOCTOSIHHO
npoxusatowwumii no agpecy: Kapacko ([CeHys)), Bua JSlopeto 15A
(Carasco (GE) Via Loreto 15 A), BbicTynatoliuii B KayecTse
Mpeacepatens CoBeTa AMPEKTOPOB U AeCTBYIOWNIA OT UMEHU 1
no nopy4yeHunto KomnaHuu: ““MekTpoH CIMA™ (Mectron SPA), ¢
MecToHaxoxjeHvem no agpecy; Kapacko (IeHysi), Bua JlopeTo
15/A, ¢ ycTaBHbIM KanuTanom B pasmepe 6 429 000,00 espo,
HanoroBbli Kog 01126960101, pervcTpayuoHHbIi HOMEp B
Kommepueckom peectpe [eHyn REA 253624, nU4YHOCTb,
[O/KHOCTb U MOTHOMOYMS KOTOPOr0 MHOIK, HOTapuycoMm, Gblaun
YCTaHOBMeHbl W MpPOBepeHbl, MOANWCAN  BbllleyKasaHHbIi
[OKYMEHT B MOeM NMPUCYTCTBUM Ha U3BECTHOM MHe aHI/INACKOM
A3blke no  agpecy: Kbasapu (MeHys), Bua Pusapona 69/1
(Chiavari (GE), Via Rivarola 69/1) B Il vacoB 00 muHyT 16
flekabps 2015 roga.

Meuatb; PEAEPUKO KA TTAHEW, HoTapuyc 8 eHye-

nognucs/ noanuce.
MeyaTb NOBTOPSIETCA Ha 3TOM CTPaHMLE TP pasa.
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MepeBof [aHHOrO TEKCTA C AaHMMIACKOTO W WUTanbsSHCKOTO $A3bIKOB Ha PYCCKWIA $3bIK CAenaH MHOLU
nepesogumkom MamegosbiM Tumypom [>KaBaHLWMPOBUHAT TpeboBaHMA K TeKCTY nepesoja (MakCMManbHO
TOYHOCTb, FPAMOTHOE U3N0>KEHNE) MHE PA3bACHEHDI.

Mopos Mocksa.
[MepBoro mapTa fBe ThICAYN LLUECTHAALATOrO roja.

A, Aknmos ne6 Bopucosuy , HoTapuyc ropoga MOCKBbI CBUAETENLCTBYIO MOAMMHHOCTb NOAMMCH, CAENAHHORX
nepesogunkom MamefosbiM Tvmypom [>KaBaHLUMpPoBrYeM B MOEM NPUCY TCTBUU. JINYHOCTb eroycTaHos/eHa!

3aperucTpuposaHo BpeecTpe3aNe ~ ~ 6
B3bickaHo no Tapudy 300py6., 13 Hux 200py6. n.T.p.

HoTapuyc

Bcero 'MepoBaHo ¥ CKpeneHo
neyaTbio

HoTapuyc:
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rEs
LI
EXP4R EXP4L
EXP3R EXP3-L
é ”
Razowirgery® Toudi

W Fig. 1- Bild 1 Piezoarrgery® Rex **
Piezosurgery® 3
Piezosurgery® H

Piezosurgery®*

Plezosurgery medical **

Tabella 1-Table 1+ Tabele 1 - Table 1 - Tabla 1

Impcstazionel Impdsteseme 2
Setting 1 Setting 2
SPECIAL CORTICAL CANCELLOUS

MODE 2 -Power4 MCHOE 2 - Power$

BONE/
BONE/ SPECIAL CORTICAL SPONGIOUS
BONE/SPECIAL BONE/L-2-3

BOOSTED/ C

T Perogniinserto le imp(Mtazioni consigliate e il loro range sofX> fornite a video.

EN Foreachinsert

red setting and its range are provided in the screen.

DE Furjeden Instrument die empfohlenen Einstellungen und ihre Bereiche werden aufdan

Bildschirm zur Verfligung gestelit

FR Pour*gue insert, les paramé&es recommandés et leur gamme sont fourras parvidéo.
ES Para «Kia ins«to, los ajustes recomendados y siee rangos se proporcionan en la pantalla.

=M edici device not avaiisfole in the US market,
** Inserts not available for Piezosurgery Flex and Piezosurgery Medica! in foe US market

Fig. 2 B -Bild 2B

NO

|
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iebrauchsanWeisungen

jh hl Kombination mhallen von Mectron S.pA hergestelten
Vaiwendungszweck/Anwendur’ien vorgesehen,
ratgelieferten Gebrauchsanlehung, AbscNiKt

nklang mrentspHechwiden Einstellungen, sowie sie in Tabelle I'

tsanieihjng «ifoaltenen Wérter “ Gefahr", “Achtung” und

lie Bedeutung und muss man aufmo-ksam bewerten,

lisigen und Verfahren, die einen Risiko von Tod oderschwe-
id Benutzem darstellm.

igungen und Verfahren, die leicht« Verletzungen oder
Onnea

tzu Sdiaden vertunden ist

wGebrauchsanleitung.
rwesentichen Anweisungen fiir den erstmigen Gebrauch des
dem zum PiezosurgeryiS>Geratgelieferlen G rauchs- und

‘Ixaucfos- und Wartungshandbuch des Piezosurgery€M3erats
ksam zu lesen, das gesamte System korrekt einzusteHen. jede
senhaft das Kapitel "Stcherhettevorsdiriften® zu lesen,

m darauffolgenden Verwendungen.
flicht steril und miissen daher vor dem Gebrauch mit dem V srf*-
folgenden Kapitel .Rehiiguig und Sterisation* des zusammen mit
sn ("brauchs- und tAfortungshaidbuchs bes”rieben ist

Sie es noch und dazu respektieren Sie die folgenden beschrie-
pkei ‘R«nigung und Sterilisation' des njsammen mitdem
ebrauchs- und Wartungshandbuchs enthalten sind.

tvoHstandig Knochen integfierten Anlagen.

htaus 4 verschiedenen T"ien: 2 Ng Breite und Anz”l der Zahne
mirg:

nmuig Rechts

nmung (récs

nmung Rechts

nmung Ur*s

atzes ermagiichen eine Ostectemie. die elrwi Bogen eines

der um cheWurzelExtrakt durch erheblich Reduzierung den

eich zu der traditionellen Technik der Extraktion mit Kembohrungen

aie Entfomungstechnik. solten Sie sorgfaltig priifen, die Morpho-
1. um ihn richtig zu folgen und keinen Schaden anrichten.

«id in den ersten Teil der Operation besser verwendberen EXP4
nen, und dann mit den schmaleren und, um das Profil derAilage
ipikalen Teil besser verwencfoaren EXP3 Versionen in die Tiefe

ngen gem£R der Tabelle 1;

,j Eindellung der Kolonne “Seding 1'am Anfang der Erfahrung mit
zu folgen, um den Einsatz, wegen nicht geeigneten Bergungen,
r Einsétze “passen, weniger stiesaen.

>nein W n* von 90° ma»mal beschreiben (Bild 1). Der Schnitt
fraktione"reg in FocMing des Bedieners entvwekeln (Bild 2A).

em meisten distalen Punid von Betreiber durch die Einieifong
“edals Gerats. badder Elnsdz in Kontakt rrtit dem Knochen

Kiest proportionalen zur Knochenquait# Druck, um damit sovrahi
iN der Osteotomie mit RegelméRigkeit entlang des Bogens d »
1der Tiefe in einem einagen Pinkt lokalisiert forzufahren.
Ausgangspunkt der Osteotomie, bekn Halten cias Pedal gedriickt
te d” Odeotomie eingefiihrt aber ohne Anwendung von Ouck, um
2B).

1\"rend der Odeotomie  b”reruen. miissen <he Bnsézen
for Profit miteinem Minimuid oder Null Einfelswinkel (Bild 3).

tin Kontakt mitder Anlageobertiache wird unwetgertidi zu einer
fiihren.

ifeliswinkel oder oberm & Kontakt mitdar Anlage kann eine
insatzes bis zu seiner Trannur™ bestmmen

hrend der Osteotomie die Achse des Bogens der Bewegung,

e Verdrehung des Einsatzes, zum Beid>iel durch Dreh” des Griffs
ngen (Bid 4).

tomie keine Biegen des Einsatzes aufewingen, wenn er schon in
um Beispiel durch Kippen des HandstDcks zurArbeitsachse zu
9folgen (Bid 5).

ise fortzusetz«! oder zu &ndem, um das Profi der Anlage korrekt
azentfernen uid wieder mitder richtigen Einstellung die

nigungsverfehre.

Uigiiefo nach jeder Verwendung zu erfolgen. Lassen Sie den

der nachsten Behandlung bitte nicht anttocknen!

bitte aufmerksam die Verfahren, dfe in dem Kapitel .Reinigung und
fezosurger*uGeratgelieferten Gebrauchs-und

Hsationmiethode

dam \forvakuum-Autoktav aus.

nvon Mectron S.p.A. validiert, um ein Sterilitétssicherhejtsnrveau
n 10" gewahrzuleisten.

nente in einem Autoklavzyklus sterilisiert werden sollen,

lewicht nicht tiberschritten vrrd.

Einsatzes.

Aik Achtung: Benutzen Sie nur Vorvakuum-Autoklaven. um die Instumente zu sterilisiere.

/h. Achtung: Verwenden Sie keine anderen Steriisationsmethoden, denn es kénnte sich eine Unve-
reinbarkeit mrt den fiir die Hersteffong der Instrumente verwendeten Materistiien ergeben.

Wenden Sie nicht die folgenden Steriisationsmefooden an: Steriisation mit Afoyleno)od. Hei3iufi-
sterilisation, Fla*-Autoclaving, STERRAD-Sterilisation. STCRIS-SystemGtefilsation oder dhnliche.
Venwenden Sie nichtdie folgenden Substanzen/Sys”~ne zur Sterilisation der Instrumente:
Wasserstoffperoxid, Syst*ne auf der Oundlage von Peressgsaure, Formaldehyd. G lutaraid”d

oder sonstige Losuig"VSysteme.

Mindeststeriisattonsparameter, die ein Steriltatssicherfieiteniveau (Sterili* Assurance Level -
SAL)von gewabhrleisten.

Gnahr: die Dampfeteriisationsparameter wurden von einem un”hangigen LaborvaHdiert
und sie beziehen sich ausscNieSlich zu dem Betriebszykius von einem Vor-Vakuum AutcMav.

Sterilisation - Parameter
Minde’ 1speranieter, die ein
von 10" gewahrleisten;
- Zyklusart VOR-VAKUUM - (3 Vor-fekuum-Phasen - 60 mBar).
- Mindesttemperator: 132 “C (270 °F).
- Druck 2,9 Bar (42 psi).
- Mindestexpostiionszeit(in der Verpackung); 4 Minuten.
- Mjnde5ttrod<enz8it 20 Minuten.
Achtung: Uberschreiten Sie NICHT die Temperatur 135 °C,
Alle Steriisationsphasen sind vom Bedienergemaf? den Vorschriften EN IS 0 17665-1:2006,
EN ISO 556-1:2001 und ANSYAAMI ST;46;2002 auszufuhren.

W chtige Informationen iber die Sicherheit der instumente

ZL G€rahr; Bruch und VerschleiR des Instruments

Hochfrequenzschv/kixig«! und Verschlei? kénnen in seltenen Féllen zum Brudieines In*uments
fiihren, aegen, verfiOTien oder schleifen Sie das Instrument aufkeinen Fall. Verbogene oder
beschadigte instrumertte itonnen Bruch erleiden. EventoeV auf diese Vifeise veranderte Instrumente
diirfen aufteinen Fall nichtverw”etwrerden.

Solte ein Instium ~twahrend des Gebrauchs .erbrechen, ist strengéens daraufAcht zu geben, dass
alle Bruchstticke gefunden und vom Patienten erttfemt~rden. In Oral Chioirgie, ist der/die Ffetienti
in anzuweis”, wahrend dieses Vorgangs durch die Nase zu * e n oder es ist ein Zahndamm «nzu-
setzen, um die Gefehr zu vermeiden, dass er/sie eventu” «togeldste BnjchstQcke des zerbrochenen
Instruments verscNuckl.

icherheksniveau (Sthilrty Assurance Level SAL)

~Gefrr;

1 Der Instrumentist veixauchbar. Kontrolieren Sie das Instrument st*s soigfeK” vor und wahrend
d ” Gebrauchs auf Schaden uid/*ter VerschleiB. Benutzen Sie kein zerkratztes oder angeroste-
tes Instnjment Es konnte wahrend des Gebrauchs z*txechen. Sdliten Sie einen Schaden oder
Leistungsabfell bemerken, tauschen”  das Instrtument mit einem naien aus.

ANMERKUNG: Ist ein Insttumentverformt, kann das Gerat tufhéren r j finktiorxeren und auf dem
Dist*ay kann ein Hinweis erscheinen.

BevorderBeharfolung, *)len Sie sicher, dass die Spitze fest an das Handstiick befestigtist Die
Spitze korrektam Hancfetlick durch d «i mitgelie*en dynamometrischen Schiiissel verriegeln.
Varandem ~  airf k"nen Fall die Form des In*rumertts. Wenn Sie das Instrument biegen oder
stark beanspruchen, kann es zerbrechen. Verwenden Sie raemals verformte Instrumente.
Versuchen Sie nicht gebrauchte Instrumente zu schleifen, denn sie kénnenwahrend ~ Anwen-
dung zerbrechen.
5 Tauschen Sie das/die Instrumentfe lediglich mit Originalersatzteilen R*:08urgery® aus. Die
Anwendung anderer als der original Plezosurgery® Instrumente entkrMtetdie Gararttie des Gefete.
Verwende Sie keine anderen als die Originalinstrumente Rezosuigery®, da ae das
PieK)Surgery®-GerM beschadigen und zu Verletzungen bei den Patienten und den Bedienem
fiihren itonnen.

Die Anwendung anderer als der Ori*nalinstrumerte Piezosurgery® beschadigt den GevrindeboL
zen des Handstiicks und fiifet dazu, dass die Befestigung der Instriznente, auch der
OriginaKnstrumente, rieht mehrsicher ist

Die Au~bung eines zu starke Drucks kann zum Bruch des Instiuments und fchiieh zu
Verletzungen fihren.

Korttrotiieren Se die Gewindeteile des Instruments und des Handstiicks. Diese Teile missen
sorgfaltig gereinigt sein.

Die Instrumente sind auszutauschen, sobald dreAbnuizung derTttannitricfoeschichting sichtbar
wirc- Der Einsatz eines abgenutzten Instruments verring” 6e Leistong und der Schnittveriiert
EffektMKK.

G"cfor; KrankmhausabfaH
Die abgenutAen oder beschédigten Insfrumente sind als Kranirenhausabfell zu «itsorgen.
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Mode d’emploi
Cetinserta éte concu 8péafiquem«it pour étre utilisé en conjonction avec tous tes disposttife
Piezoeu”ery® produits par Mectron S.p.A., surla basede leur utiisation prévu*applications.
Linaertdoit étre utiisé dans le reepeertdes parametres correctes, indiqués dans le Kvret mode
d'emploi, fourni avec le disposi» - paragraphe “utBlsatiwi prévue*. Cet insert do» étre utilisé en accord
avec les réglages appropriés, décrites dans la Table 1"

IMPORTANT Les mots Danger +“Attention” et “Remarque” conternies dans ce documentont
un signMe particulier et doivent éfoe attentivement examinés.

D»iger: Identifie conrfitions et pratic*es qui présentent une risque de m<Mtou blessures
graves pour le patient etiou lutilisateur.
A Attention: Id «itifie conditions et pratiques qui peuvent causer blessures mineures et
provoquer des dommages aux équipements.
REMARQUE: Avertissenwit qui n'est pas liée a un dommage.

IMPORTANT: Informations concernant le mode d’emploi présent

Les inform atif contenues dans le mode d'emploi se lim itait aux informations essentielles pour la
premiére uttiisation de rinsertet doivent étre lues avec le Manuel duWsation et entreti* fcHjmi avec
le dispositif Piezosurgery®.

Ilestdonc nécessaire de ke attentivement le Manuel dutilisation et entretien du dispositif
Piezosurgery® avantde commencer le tiaitement mettre au pointtout le systeme et controler (haque
fonirtkxi en prenant soin de bien lire les paragraphes T"rescriptions'de sécurite’.

A Danger Avait la premiére utilisation etles utiisations suivantes.

Linsertn'est pas sterile au momentde la réception; 8do» donc étre traite, avant son utilisation, selon
les procédures décrites dans le paragraphefroyage et sterilisation* du Manuel cfutiisatian et
entretien fourni avec le disoositf Rezosuraer™ Anres chaoue utilisation du dscositif il faut le



Extraction des implantes fracturés ou pas complétementintégrés avec l'os.

Extraction de racines facturées.

La série des ins<” EXP est constituée par 4 typologies distinguées en 2 potr largeur et numéro de
dents et 2 pour orier"ation de la courbure:

« EXP3-R: insert & 3 der”s avec coirbure coté Droite

« EXP3-L: insert a 3 dents avec courbure coté Gauche

- EXP4-R; insert a4 dents avec courbure coté Droite

- EXP44.: insert a4 dents avec courbure coté Gauche

Lacor*mation et [épaisseur de linsert permettent deffectuer me ostéotomie qui décrit un arc de
cercle environ fimplant ou la racine & extraire, en réduisant notablement la perle d'os par rapporta la
technique d’extraction traditionnelte avec foreuses de carottage (Fig 1).

XX Danger Pour une technique correcte d’enlévement il est conseillé de visionner attentivement la
morphologie de limplant & travers RX/TC scan, pour suivre de maniére appropriée son profil et pour
ne pas générer dommages.

Fonctk>nr>ement

1 il estconseilé de commencerfostéotomie avec les versions EXP4 plus larges et mieux gérables
dans la partie initiale du traitemerti. pour aprés procéder en profondeur avec les versions EXP3
plus restreintes et mieux gérabies pour “ivre te profil de limplant du début du pas de vis a la
partie apicale

Régler les puissances en accord avec la Table 1:

X Attention: il estconseilé de respecter les réyages de la colonne “Setting I au débutde
I'expérience drailisation de ces inserts afii de ne pas insister sur linsert a cause de mouvements
pas appropriés a la morphologie des inserts

Le mouvement de linsert devra décrire un arc de cercle de 90° maximum (Rg.1). L'action de
coupe se développera en prévalence au cours du ti** t en traction vers lopérateur (Rg.2A)
Commencer 'ostéotomie depuis le point plus distal & fopérateur en activant la vibration, en
puissant la pédale de lapparetl. avant de metire en contact linsert avec los.

Appliquer une légére pression, ou toutes manieres proportionnée a la qualité osseuse, afin de
permettre a linsert de vibrer librement, et aussi a fostéotomie de procéder avec régularité dans
tout [are de mouvement, sans pénétrations en profondeurs localisés dans un point seul.

Effectuer le mouvement de retour vers le pointde débutde fostéotomie en continuant a presser la
pédale et nnaintenant linsert introduit jusquau fond de I'ostéotomie, mais sans appliquer pression
pourredéfinir le coupe (Fig.2B).

Afin de limiter au maximum fenlevementd'os pendent fostéotomie, les inserts devront étre
adjacents & limplant et suivre son profil avec un angle dincidence minimum ou nul (Rg.3).

~  Attention: Le normal travail en contact avec ta surface implantaire conduira inévitablement a
une détérioration de linsert.

XX Danger un angle dincidence extréme ou un extréme contact avec limplant peuvent détermi-
ner une majeure détéhoration de linsertjusqua sa rupture.

Danger: au cours de rostéotomie respect«* farc de nxriwement en prétant dans le méme
temps attention a ne pas imposertorsions a l'insert, par exemple en tournant la piece a main enti«
les doigts. (Fig.4).

X Danger: au cours de fostéotomie ne pas imposer fiexions de linsert. quand il est déja inséré
dans le coupe, parexemple en inclinantla piece a main pour modifier faxe de travail en suivant le
profil de lmplant (Rg.5).

Attention: pour modifier laxe de travai, pour suivre le profil de limplant correctement il folK
extraire linsert et recommencer l'ostéofomie & nouveau avec le correct réglage (Fig.6).

Remarques principaux pour les procédés de nettoyage.

Important: Les procédures de netioyage doivent étre eftectuées immédiatement aprés chaque

utiisation Ne pas laisser sécher les inserts contamirtés avant e traitement.

Stérilisation « Généralités « Méthode de stérilisation.

Effectuer la stériisation uniquemer4 a la vapeu* Mde préliminaire en autoclave.

Pametres de stériisation & vapeur ont étés validés par Mectron S.p.A. pour assurer le niveau de

stérilité de 10" (Sterikty Assurance Level).

X Attention: SiVous devez stériliser plusieurs instruments en un seul cycle en autoclave, faites

attention & ne pas dépasser la charge maximale de lautoclave.

X Attention: risque de contamination. N'utiiser pas une autoclave a déplacement per gratté pour

stériiser les inserts. Le cycle opératifde lautoclave a déplacement par gravité NASSURE PAS une

stérilisation adéquate du canal interne, des cavités et des éléments enforcés de lineeit.

A Attention: utiiser UNIQUEMENT une autoclave vide préKminaire pour stériliser les inserts.

X Attention: N'utiiser amas d'autres métikides de stérilisation carceHes-Ci pourraientétre irxxinv

patibles avec les matériaux utiisés pourfabriquer les instrun-tents.

NE PAS UTILISER les n>éthodes de sterilisation suivantes: slenllsatlon aloxyde déthyléne,

stérilisation & I'air chaud, autoclave flash, stériisation STERI n par systtmes STERIS

ou similaires.

NE PAS UTILISER les substances/systémes suivants pour stériliser les instruments: eau

gyxgt%énée, systeme & base d'acide péracétique, formt*éhyde. glutersidéyde ou autres sub”nces/
mes.
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Parameétres minimum de stilisation pour assurer un niveau garanti de stérilisation (Sterility
Assurance Level - SAL) de 10,
A Danger: les paramétres de stérilisation a vapeur ont étés validés par un laboratoire
ind~ndantetse référent exclusivementau cycle de fonctionnementen autoclave \"\DE
PRELIMIAIRE.
Sterilisation - Paramétres
Paraméttes minimum de stériisation pour assurer un niveau garanti de stérilisation (Sterility
Assurance Level - SAL) de 10"
« Typede cycle: vide préliminaire - (3 phases de vide préliminatre - 60mbar)
- Température minimum: 132 *C (270 *F).

Pression: 2.9 bar (42 psi).
- Temps minimum d'exposition (condHionnement): 4 minutes.
- Temps minimum de séchage: 20 mifXites.
A Attention: Ne pas dépasser la température de 135 °C.
Toutes phases de stériisation doivent étte effoctijées par foperateur en conformité aux normes
UNI EN ISO 17665-1:2007, UNI EN ISO 556-1:2002 et ANSUAAMI ST;46:2002.

Informatiore importantes conc«nant la sécurité des inswls.
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Ne pas plier, ne pas modrfi« la forme ni affiiter daucune fagon les inserts. Plier et forcer les inserts
peuten causer la cassure. Les inserts qui seraient modifiésen ce «en«r- --------
&tre utilisés Siun InsArt — oandant

A Danger:

1 Iinse?l estconsommable, inspecter soigneusement I'insert avant et pendant chaque tratement

ala recherche deerkiommagement et/ou dusure excessive. Ne pas utiliser linsert s'il est rayé ou

rouillé. Linsert pourrait se casser pendant futilisation. StI'on rerrerque un endommagement ou

une baisse de performance, le remplacer par un nouvel insert.

REMARQUE: Si un insert estdéformé, le dispoetitif pourrait arréter de fonctionrrer et un message

pourrait paraftre sur le display.

Avant e traitement, assurez-vous que linsert est fixé solidementsur la piece a main.

Serrer correctement linsert sur la piéce & main avec la clé dynamométique.

Ne modifier la forme de linsert d’aucune facon. Plier ou forcer linsert pourrait en causer la cassu-

re. Nejamais utiliser d'inserts déformés.

Ne pas essayer de ré"futer les inserts utiisés car ils pourraient se casser pendant futilisation.

Remplacer linseitées inserts uniquement par des pieces de rechange originales Piezosurgery®.

Lutiisation (finseris différents des originaux Piezosurgery® invalidera la garantie du disposit.

Nejamais utiiser dinserts différents des originaux Plezosurgery® car ceux-d endommageraient le

dispositif Piezosurgery® et pourraient causer des iésions aux opérateurs ou au patient

Lutiisation dinserts difterents des originaux Piezosurgery® endommagera laxe fileté de la piece &

main, ce qui rencta peu sdre la fixation des inserts. méme les inserts originaux.

L'application d’'une pression excessive pourrait causer la fracture de linsert ce qui. & son tour,

pourraitcauserdes lésions personneles.

Veérifier les parties Hetées de lnsert et de la piéce & main. Ces parties doivent étre nettoyées

soigrieusemeit.

8 Lesinserts doivent étie remplacés des que l'usure du revitement de nitrure de titane est évidente
Lutiisation dun insert usé fera baisser la performance en termes de capacité coupante

A Danger: Déchets hospnallers

Eliminer les inserts usés ou endommagés comme déchets hospiteliers.

Espafiol

Este inserto ha sido proyectado especfficamente para el uso combinado con todos los dispositivos
Piezosurgery® producidos por Mectron S.p A., de acuerdo con sus destinos de uso/aplicadones.

Se haga referertda al manual de usuario 4a fotlefo, suministrado con el dispositivo * parrafo “Destino
de uso'. E™e inserto debe ser utiizado segiin los ajustes adecuados describidos en la Tabla 1%

IMPORTANTE: Las palabras “ Peligro”, “Atencién” y "Nota” contenidas en este documento
tienen un significado especifico y deben ser examinados con atencién.

A Peligro: [dentifica condiciortes y practicas que presentan unriesgo de muerte o heridas
graves para el paciante u el usuario.

A Atertcion: Identifica condiciones y précticas que pueden catrear heridas lleves y provocar
dafios aios aparatos.

NOTA: Advertencia que no es relacionada con un dafio.

IMPORTANTE: Informaciones relativas a estas instrucciones p”ra el uso.
Las informaciones contenidas en las presentes instrucciones de us” se Hmitan a las esenciales para
el primer uso del inserte y deben leerse junto con el manual de usoy mantenimiento suministrado con
el dispositivo Piezosurgery®. f
Por K) tanto, antes de empezar el fratamiento. lean atentamente el rhanual de uso y mantenimento.
con”unsn todo el sistema y verifiquen cada funcién, cuidandose d” leer atentamente el parrafo
‘Requisitos relativos a la seguridad’ .
Peligro: antes del primer uso y de los usos sucesivos.
El inserto no es estéril al momento de la recepcion y. por lo tanto, antes de su uso, debe tratarse,
segn los procedimientos describidos al parrafo “Limpieza y Esterilizacion’ del manual de usoy
mantenimiento sumirtistrado con el dispositivo Piezosurger”.
Después del primeruso del dispositivo, tratarlo de nuevo siguiendo atentamer” loe procedimientos
describidos al parrafo *Limpieza y esterUzacion’ del manual de uso y mantenimiente del dispositivo
Piezosurgery®.
Destino de uso.
Estraedén de instalaciones fracturadas u mo completamente 6seo-istegradas.
Estraedén de ralees fracturadas.
La serie de los insertos EXP es constituida por4 tipologias distinguidas, 2 porancho y nimero de
dientes y 2 por la orientacion de la curvatura:
EXP3-R: inserto con 3 dierées con curvatura lado derecho
- EXP3-L inserto con 3 dientes con curvatura lado izquierdo
- EXP4-R: inserto con 4 dierfres con curvatura lado derecho
EXP4-L: inserto con 4 dientes con curvatura lado izquierdo
La conformacién y el espesor del inserto permiten de efectuar una O”eotomla que describe un arco
de circulo acerca de la instalacion u de la raiz a e)draer, reduderKio notablemente la perdido de
hueso en relacién a la técnica tradicional con los simulacros desnudeadores (Rg. 1).
A Peligro: Para una comecta técnica de remodén, es aconsejadoide visionar atentivamente la
morfologia de la instalacién por escaneador PXSIC. para seguir oportunamente su perfMy para no
generar dafios.
Funcionamiento.
Es aconsejable empezar to"eotomia con las versiones EXP4 més anchas y mas manejables en
la partida inicial de Toperadén para proceder de«>ués en profurxtidad con las versiones EXP3
més estrechas y mas manejables para seguir el perfil de la instalacién desde el comienzo de la
rosca hasta le partida apical.
Ajustar las potendas del aparato siguiendo la Tabla 1:
A Atencion: Se aconsejan las regladones de la columna 'Setting I al comienzo de lexperenda
de uso de estos insertos con el fin de estresar menos el inserto por movmierfioe no adecuados a
la morfoiogia de los insertos.
El metimiento del inserto deberé describir un arco de drculo de 90* como méximo (Fig. 1). L'accion
de corte se desaroller4 de prevalenda duraniete trayectoria en iraedén hada toperador (Fig.2A)
Empezar la osteotomia empezando desde el punto més distel hasta foperada. activando la
vibracién, presionando el pedal antes de poner en contacto linserto con el hueso
Aplicar una ligera presién, u también propordonada a la calidad oséa. para permitirtanto al
inserto de vibrar libremerée, tanto a la osteotomia de proceder regularmente para todo el arco de
movimento sine peneti“ciones en profundidad localizadas en un,punto sélo.
Efectuar el movimiento de regreso hasta el punto de partida de Ibsteotomfa. manteniendo pre-
siortado el pedal y introducido el inserto hasta el fundo de la osiqojém&péisioe™licar presion
para redefinir el cote (Rg.").
Conelfin de imitart
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Instrucciones para el uso

W Kelgro: un anguio ae Inciaencia excesvo 0 un contacto excesivo con la Instalacion pueaen

determinar un mayor deterioro del inserto hasta su rotura.

A Peligro: durante I'osteotomia respetar el qe del arco de movimento. asegurandose al mismo

tiempo de no imponer torsiones ai inserto, girando la pieza de mano con los dedos (Fig,4).

A Peligro: durante I'osteotomfa no imponer flexiones alinserto cuando este es ya insertado en el

corte, por eemplo, inclinando la pieza de mano para cambi« el eje de trabajo para seguir el perfi

de la instalacién (Fig S).

AterKion: para reanudar o modificarel eje de trabajo, para seguirei perfil de la instalacion
correctamente, hay que extraer el inserto y empezar de nuevo la osteotomia con la correcta ajuste
(Fig.6).

Advertencias principales para loe procedimientos de impieza.

Importante; Los procesos de limpieza deben ejecutarse inmediatamente después de cada uso. No
dejan secar los insertos contaminados antes del tratamiento.

Después cada utilizo, seguirlos procedimientos que estan en el parrafo ‘Limpieza y Esterilizacion' del
manual de uso y mantenimiento suministrado con el dispositivo Rezosurgery®.

Esterilizacién - Generalidades - Método de esterilizacion.

Efectuar la esterilizacién Gnican>ente mediante esteriizacién a vapor pro-vacio en autoclave.
Parametros de esteriizacion a vapor han sido validados por Mectron S.p A. para asegurarel nivel de
esteriidad de 10" (Sterility Assurance Level).

Atencion: Debiendo esterilizar varios instrumentos en un tnico ciclo en autoclave, poneratencion
en no excedercon la carga méxima de la autoclave.

Atencién: riesgo de contamirtacién. No usar autoclaves de gravedad para esterilizar loe
insertos. El ciclo de funcionamiento de las autoclaves de gravedad no asegura una
esterilizacién adecuada dei canal interno, cavidades y zonas empotradas delinserto.
A Atendén: usar sélo un autodave de tipo pre-vado para esterilizar el inserto.

Atendén: Niaica usarotros métodos de esteriizacion en cuanto po<frlan ser incompatibles con
los materiales usados para tebricar los instumentos.

No usar los siguientes métodos de esterilizacion: estenlizacién con éxido de etileno. esteriizaciéon
con aire caliente, autoclave flash, ion STERRAO, iizacién con sk STERIS o
similares.

No usar las siguientes sustvicias/slstemas para esterilizar los instrumentos: agua oxigenada,
sistemas de &cido peracético, formaldehido. gluteraldehido u otras soluciones/sistemas.

Parimettos minimos de esteriizadén recomendados para garantizar un nivel de esterHidad
(Sterility Assurance Leve! - SAL) de Ifr*.

Peligro: los pardmetros de esteriizadén a vapor han sido validados por un labortorlo
independiente y se refieren exclusivamente al ciclo openttivo de una autoclave pre-vacio.

Esterilizacion - Parametros
Parametros minimos de esterilizadén recomendados para garantizar un nivel de esterilidad (Sterility
Assurance Level - SAL) de 10"

Tipo de ciclo; PRE-VACIO - (3 fases de pre-vaclo - 6Qmbar).

Temperatura minima; 132 *C (270 T).

Presion; 2.9 bar (42 psi).
- Tiempo minimo de exposicién (en confeccion): 4 minutos.
- Tiempo minimo de secado: 20 minutos.
A Atencion: No excederla temperatura de 135 *C.
Todas las fases de esterilizacion seran realizadas por el operador conforme con las nomias:
EN SO 17665-1:2006. EN ISO 556-1:2001 etANSI/AAMI ST46:2002.
Informaciones impoitantes relativas a la seguridad de loe insertos.

Peligro: Ruptura y desgaste del inserto.
Raramente las osdladones de alta frecuencia y el desgaste pueden dderminar la ruptura de un
inserto. No plegar, modificar la forma o afilar en algtin modo k» insertos. Eiplegado y ef forzado
pueden causar la fractura del inserto. Eventuales insertos modificados de esta manera no deben ser
usados en absoluto. Si un inserto se rompe durante el uso. poner la méxima atendén para recuperar
y eliminartodos los fragmentos del inserto del paciente. En drugia oral, es necesario pedir al paciente
que respire con la nariz durante ei tratamiento o que se use un dique dental, para evitar el peligro de
ingestién de fragmentos que eventualmente se hayan despegado luego de la ruptura de un toserto.

A Peligro:

1 Elins«to es consumible. Inspecdonar minuciosamente el inserto antes y durante cualquier tra-
tamiento. detactando darios y/6 desgaste excesivo No usar un inserto si esta rayado u oxidado.
Eiinserto podria romperse durante el uso. Si se nota un dafio o una baja de las prestaciones
reemplazar el inserto con uno nuevo.

NOTA: Si un inserto esta deformado, el dispositivo podria dejar de funcionary un mensaje puede
aparecer en el display.

Antes del tratamiento, asegUrese que el inserto esté fjado frmemente en la pieza de mano
Apriete correctamente el inserto en la pieza de mano, con la llave dinamoméfrica.

No modificar la forma del inserto de ningin modo. El plegado o el forzado delinserto podrian
causar su fractura No utilizar nunca insertos defixmados.

No intenta* de reafilar lex» insertos usados en cuanto podrian romperse daante el uso.
Reemplaza el tnserto/los insertos tinicamente con repuestos originales Piezosuigery®. 0 uso de
insertos diferentes de ios origin®es Piezosurgery® invalidara la garantia del dispositivo.

Nunca usar insertos diferentes de los originales Piezosurgery® en cuanto dafiarian ~ dispositivo
Piezosurgery® y podrian causar lesiones a los operadaes o al paciente.

El uso de insertos dtferentes de los originales Piezosurgery® dafiar el pemo roscado de ta pieza
de mano con la consecuencia que la fiacion de los insertos, también de los originales, ya no
estara segura.

La aplicacién de una presion excesiva podria causar la fractura del inserto que a su vez puede
provocar lesiones perso 3

Verificar las partes roscadas del inserto y las de la pieza de mano. Estas partes deben Nmii'rse
minuciosamente

Los insertos deben ser sustitoidos en cuanto se note el desgaste del revestimiento de nitruro de
titanio. El uso de un inserto desgastado bajaré el rendimiento en términos de poder cortante

A Peligro: Desechos hospitaiarioe

Eliminar los insertos gastados o dafiados como desechos hospitalarios.
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Repertorio numero 23347

AUTENTICA DI FIRMA
REPUBBLICA ITALIANA
lo Sottoscritto Federieo
CATTANEL, Notaio alia
residenza di Genova, iscritto nel
molo dei Distretti Notarili Riuniti
di Genova e Chiavari, senza la
presenza di testimoni, certifico

che

Femando BIANCHETTI, nato a
Chiavari (GE) il 23 febbraio
1953 con domicilio in Carasco
(GE) Via Loreto 15 A nella sua
qualita  di  Presidente  del
Consiglio di Amministrazione in
nome e per conto délia spettabile
“MECTRON S.P.A.” con sede
in Carasco, Via Loreto n. 15/A,
capitale sociale Euro
6.429.000,00, iscritta al Registro
delle Imprese di Genova al
numero 01126960101 di codice
fiscale e al R.E.A. 253624.

délia cui identita’ personale e
poteri, io Notaio sono certo, ha
firmato il sovraesteso documento
in mia presenza, redatto in lingua
inglese, lingua da me conosciuta,
in Chiavari (GE) Via Rivarola
69/1, il giorno 16dicembre 2015
aile ore 11.CC
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File Number 23347

CERTIFICATION
OF SIGNATURE
REPUBLIC OF ITALY

I undersigned Federico
CATTANEI Notary  Public
resident in Genova, a register
member of the Order of Public
Notaries for the Districts of
Genova and Chiavari, nobody
applying for the assistance of
witnesses, do hereby certify that
Mr. Fernando BIANCHETTI,
bom in Chiavari (GE) on
Febmary 23, 1953, with domicile
in Carasco (GE) Via Loreto 15 A,
in his capacity of Chairman of the
Board of Directors in the name
and on behalf of the company:

“MECTRON SPA”,  with
registered office in Carasco (GE),
Via Loreto 15/A, the share capital
of € 6.429.000,00 tax code and
registration number in the
Company Register of Genoa
01126960101 and REA 253624,
whose personal identity, quality
and power | Notary Public am
certain, signed the document
hereinabove in my presence, in
English, as the English language
is well know by/me, in Chiavari
(GE), Via Riyarola 69/1, on
December 16, 2015 at 11.00 a.m.



PROCURA DELLA REPUBBLICA
PRESSO IL TRIBUNALE DI GENOVA

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



An net

BCE MAHUNOYNAUWNWN OONXHbBI COOTBETCTBOBATb
3A0AHHBIM OCAM
Puc. 2A Puc. 2B

Puc. 3 Puc. 4

Puc. 5 Puc. 6

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

Tab6n. 1
EXP4-R EXP4-L EXP3-R EXP3-L

Mbe3ocepaxepn Tau (Piezosurgety® Touch)

Mbe3socepaxepn dneke (Piezosurgery® Flex) **

Mbesocepgxepu (Piezosurgety)® 3

Mbe3socepaxepun (Piezosurgety)® //

Mbesocepgxepu (Piezosurgety)® *

HacTpoiika napameTtpos 1
SPECIAL (CMNEUWVANBH.)
PEXWM 2 - ¥YpoBeHb MOLWHOCTK 4

BONE (KOCTW. TKAHb) /
SPECIAL (CMELUWNANbH.)

BONE (KOCTH. TKAHb) /
SPECIAL (CMNEUWVANBH.)

HacTtpoiika napameTpoB 2
CORTICAL (KOPTUK.)
CANCELLOUS (T'YBYAT))
PEXWM 2 - ¥YpoBeHb MOUWHOCTY 6
BONE (KOCTH. TKAHb) /
CORTICAL (KOPTUK.)
SPONGIOUS (CMOHINO3H.)

BONE (KOCTH. TKAHb) /1-2-3

YCKOPEHHbIW / C

Hacagku «lMbe3ocepaxepun megukan» ** (Piezosurgery medical **)

[Aunana3oH M HOMUHaNbHbIE 3HAYEHUS A1 KaXA0ro Tuna Hacagku 0T06pa)KaI'OTCﬂ Ha aucnnee.

* laHHOe MefULMHCKOe n3fenve He npojaetca Ha Tepputopun CLUA.
** Hacagku gna «Mbesocepaxepu ®neke» (Piezosurgety® Flex) u «Mbe3ocepmxepn Megukan» (Piezosurgery medical) He npogatoTcs

Ha Tepputopun CLLA.

3KCKN03MBHbIN gucTpubsroTop B CLLA:

Norotun: /Mbe3ocepakepu VHkopropeiTug (Piezosurgery

Incorporated)”™/

850 Muunran AseHio, Konymbyc, wrat Oraiio 43215, CLUA ~

(850 Michigan Avenue
Columbus, Ohio 43215)

Ten.: 614 459 4922

- MpowussoguTens Kopg naptun Howmep no karanory
ElJ LOT
BHumaHve! Cnefyet 03HaKOMUTBLCA € WHCTpyKUua no
A COMNPOBOANTENbHON JOKYMEHTaLue. aKcnayaraymm
Mapkuposka CE, HOTU(ULMPOBaHHbI HecTepunbHoe
\Y opraH ceptudukauyun: "KnsaCepmet nsaenune

Wtanua" (Kiwa Cermet Italia)
OcTopoxHo! defepanbHoe 3akoHogaTenbcTBo CLUA paspeluaet npofaxy 3Toi
NPOAYKLMMN TONbKO BpayaM-CTOMAaTON0ram 1am no nx 3akasy.

dakc: 614 459 4981
WHTepHeT: vvww.niezosuraerx'.us
3n. nouta: inlbftriDiezo.surgerv.us
JNlorotun /MekTpoH (Mectron)/  Mpou3BoguTens:
MeguunHckoe 060pyoBaHue "MekTpoH C.n.A " (Mectron
/Mapkuposka CE 0476/ S.p.A)
Bwua JlopeTo 15/A, 16042
Kapacko ([eHys), Utanus
(Via Loreto 15/A, 16042
Carasco (Ge), Italy)
Ten.:+39 0185 35361
®dakc: +39 0185 351374
WHauyHer;
VVWW.mectron. com
3n. nouTa:
mectron@mecU ‘on.com
02150297 WIHCTPYKLUMA NO 3KcnyaTauum Hacafok
Mbe3ocepxepn IKCI ("Piezosurgery EXP")
Bepcusa: 00 ot 30.08.2013 T.
Meuath: /DPEAEPUKO KATTAHEW, HoTapuyc B I'rHye/ /moanucs/

WHuumnansl ®epHanfo BbaHkeTTn (BF)
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AHrAnAcknit HCTPYKUNUA NO NPUMEHEHUIO
[JlaHHas ~ Hacagka  MpefHasHayeHa  WCKIIOUMUTENbHO  [/1f
CMO/b30BaHMS COBMECTHO co BCEMW  YCTpOICTBaMM
Mbesocepmkepn  (Piezosurgery)®  npousBOACTBA  KOMMaHWn
“"MektpoH C.nA" (Mectron SpA) B COOTBETCTBUM C
HasHauyeHneM U ctepoii npuMeHeHus CM  WH(OpMauuio B
PYKOBOZCTBE MONb30BaTeNsi, MOCTaB/s;eMOM B KOMI/leKTe ¢
YCTPOICTBOM - NYHKT “cnonb3oBaHKe No HasHaueHuk" [pexae
YeM MpuUCTynaTb K 3KCMAyaTauuu Hacagok, y6GeguTech, 4TO
napameTpbl Hacafjok BbiGpaHbl MPaBWIbHO, B COOTBETCTBUAN C
Ta6bnuueit T

BAXHO! Ocoboe BHWMaHWe cneflyeT 06paTuTh Ha yKasaHus 1
pekomeHgauun, BblLLE/IEHHbIE 3aro/ioBKamu "BHumaHme!",
“OcTopoxHo!" “IpuMeyaHne” B HaCTOALLEM AOKYMeHTe

BHUMAHME! 370T 3HaK yKa3blBaeT Ha PUCK MO/yYeHus
TSDKENON UM CMepTeNbHOM TPaBMbl MPU HECOBMIOAEHNN YKa3aHHbIX
Tpe6oBaHmit
|. OCTOPOXXHO! 370T 3HaK yKa3blBaeT Ha ONacHyH CUTyaLuto,
KOTOpasi, ec/ivt ee He N3GeXaTb, MOXKET MPUBECTU K HE3HAUUTE/bHO
TpaBMe WK K NOBPEXAEHWIO 060PYA0BaHNs
MPUMEYAHWE: 3pech ykasbiBaeTcsi MH(oOpMaLus, KoTopas He
VIMEeT OTHOLLEHUS K NMPUYMHEHWIO BPEfA 340POBbIO.

1. BAXXHO! VHthopmaLums 0 JaHHOM pPyKOBOACTBE NONMb30BaTens
HacTosiliee pykoBOACTBO NO/b30BATENS COAEPXKUT BCE OCHOBHbIE
CBe/leH!s 0 NpaBiIax NepBUYHOI 3KCMyaTaLuu HacafoK 1 JOMKHO
NPUMEHATLCA  TONMbKO ~ COBMECTHO € “PYKOBOACTBOM MO
JKCTyaTaLun 1 TEXHNYECKOMY 06CNYXMBAHMIO", NOCTaB/ISEMbIM B
KoMmnnekTe ¢ Bawwum yctpoiictBom  [103ToMy, npexae uYem
npucTynatb K /IeYeHWI0,  BHUMaTeNbHO  03HaKOMbTeChb  C
VHCTPYKLMEA N0 MPUMEHEHWNIO W TeXHUYECKOMY OGCAYXMBaHMIO,
HacTpoiiTe  Bce  mapameTpbl  CHUCTeMbl M nposepbTe
pa6oTocrnocobHoCTb BCex ee (yHKUMA OCOGEHHO BHUMATENbHO
03HaKoMbTeCb €  pasgenom  “Tpe6oBaHMA MO TeXHUKe
6e3onacHocTn™.

BHumaHue! Tepes nepBbiM M KaXKAbIM  MOCNEAYHOLNM
1CMO/b30BaHNEM
B cBSi3W € TeM, YTO HacaJKy MOCTaBAAITCSH HECTEPUBHBIMM, Mepes
CMO/b30BaHNEM HEOBXOAUMO MPOM3BECTU WX 06paGoTK>'. [
3TOrO BbIMOMHWTE BCe [EMCTBUSA, YKasaHHble B MyHKTe "OuucTka u
cTepunmsaums” PyKOBOACTBA MOMb30BATENs, MOCTaB/ASEMOrO B
KOMM/eKTe ¢ ycTpoiicTBOM. [locnie nepBoro u mnepes Kaxabim
NOBTOPHbIM 1Cro/b30BaHNEM HeobxoanMo TLaTenbHo
06paGaTbiBaTh HacafKy, Crefys WHCTPYKUMAM, W3NOXKeEHHbIM B
pasgene "OumcTka U cTepunusaums” pyKOBOACTBA NOMb3oBaTeNs,
NOCTaBNAEMOro B KOMMJIEKTe C YCTPOACTBOM HasHaueHue
M3BneyeHne CIOMaHHOrO MM HEMONMHOCTBIO UHTErPUPOBAHHOMO B
KOCTb UMMaHTaTa. /13BNeyeHne CoMaHHbIX KOpHei
Cepun Hacagok EXP BbinyckatoTcs B 4-X Mogudmkaumsx, 2 u3
KOTOPbIX Pa3nNyaloTCs Mo LUMPKUHE M KONNYeCTBY 3y6Li0B, a 2 - Mo
HanpasneHuto nsruba:

EXP3-R: Hacagka (3 3y6ua) ¢ npaBOCTOPOHHUM M3rM6omM

Hacagka EXP3-L (3 3y6ua) ¢ 1eBOCTOPOHHUM U3rnéom

EXP4-R: Hacagka (4 3y6ua) ¢ NpaBOCTOPOHHUM U3r1GOM

Hacagka EXP4-L (4 3y6ua) ¢ N1eBOCTOPOHHWUM U3rnéom

CTpyKTypa ¥  TONWMHA Hacafku MO3BONSHOT  BbIMOMHATL
0CTEOTOMMUIO, MPY KOTOPOIA OMMUCBIBAETCA flyra OKPYXHOCTU BOKPYT
VMMN/aHTaTa U U3BNEKAeMOr0 KOPHS, YTO 3HAUYMTENbHO CHIDKaeT
noTepy KOCTHO Macchl B OT/INYME OT TPaAULIMOHHON TEXHWUKM
3KCTPaKLyK Co CBepnieHnem v oT6opom npob (Puc 1)

BHumanue! [ing  TOro, u4Tobbl MPaBWUNBLHO  BbINOMHUTBL
VcceyeHne, PEKOMeHZyeTcss Mepef  orlepauueil  BHUMATENbHO
M3y4nTb CTPYKTYpY WMMAaHTaTa Ha OCHOBaHUM MOMYYEHHbIX
PEHTreHOBCKUX cKnmKkoB/KT-ckaHOB Obnagas Takoi
VH(hopMaLMeil, MOXHO aKKypaTHO 060WTU Nproduib MMMNAHTATa,
0CTaB/ISS HETPOHYTHIMW OKPY>KatoLLe TKaHM
MpyHUMN pa6oTsl
1.0CcTe0TOMUIO PEKOMEH/AYETCA HaunHaTb ¢ Bepcun EXP4, koTopast

SBNSETCA GO/ee LIMPOKONA 1 Mydlle NOAAAETCH YMPaBAEHWIO Ha
HauyafbHOM 3Tarne fneveHus. 3atem cnefyeT nepeitn Ha EXP3,
Gonee Y3Kyld Bepcuio, KOTOpas /lydlle NOAXOAMT  Ans
NPOHUKHOBEHMS B [y6OKWe MecTa W MOBTOPeHWs npoduis
MMMaHTaTa 0T MecTa Hauana pe3bObl anuKanbHOM YacTn

+ OCTOpOXHO! Ha HayabHOM 3Tane aKcnayatauum Hacafgok 3Toro

TWNa peKomeHAyeTcs BblGPaThb MapameTpbl, YKasaHHble B KOJOHKe

“MapameTpbl 1", 4TOGbl NpeoOTBPATUTL BO3AEHCTBME GOMbLUMX

Harpysok. BO3HMKAIOLWMX B pe3ynbTaTe  HernpaBU/bHBIX

MaHUNynsuuii

3 Yron fiyri oKpy>KHOCTU, Ha KOTOpbIii NOBOpauMBaeTCs Hacajka BO
Bpems paboTbl, He AomkeH npesbiwaTtb 90° (Puc.l) Pa3spesanve
OCYLLIECTB/IAETCS, B OCHOBHOM, MO BEKTOPY BbITKEHUS, MO

HanpasneHuto K onepatopy (Puc. 2A).

4 HauvHaiiTe npouefypy OCTeOTOMMM BCerja C  Haubonee
OT/aNIeHHOli OT ornepaTopa Touku. Mpex e YeM NOABOANTDL HacazKy

K KOCTHO TKaHW, BK/IIOYMTE MeXaHWU3M BUGpaLym
5.Mpunaraemoe  ycunue  JO/MKHO — ObM-b  HeBOMbLIMM n

MPOMOPLMOHabHBIM ~ MNOTHOCTW  KOCTel  Ana  obecrieveHns

6ecnpensTCTBEHHON BMGPALMM Hacafku, a Takoke [/ TOro, YToGbI

HacaZka Mpu OCTEOTOMWW Pery/nsipHO Mepemellianach 4epes Bce

[yT 1 He NPOHMKaNa B MNasbl, PacNoNOXeHHble TONbKO B OfHOI
TouKe

6 HauyHuTe BUraTbcsi B 0GPaTHOM HampaBfieHUu, K UCXOAHON Touke
0CTEOTOMMM, YAEPXKMBas Nefallb HaXATON 1 HacafKy BBeEHHOI [0
Tex Mop, Moka He 3aBepLUMTCS LMK OCTeoToMMu He npunaraiite
Ype3MEepHOro ycUnus ANs  MOBTOPHOrO  OMpefenieHnst  NMHWKM
paspesa. (Puc 2B)

7.0ns TOro, YTOGbI KOMMYECTBO YZAaNeHHON KOCTHOW TKaHu 6bino

MUHAMaTbHBIM ~ BO  BpeMs  OCTEOTOMMM,  Hacafkv  [O/KHbI

HaxoAuTbCA PAAOM C WMMAAHTATOM U [O/DKHbI MOBTOPATb €ro

npo(ub ¢ MUHUMANbHBIN MK HYNEBbIM YINIOM HakioHa. (Puc 3)

OctopoxHo! Ecnu B npouecce 06paboTKM  NOBEPXHOCTW
UMNnaHTaTa MpOM3OMAeT KOHTAaKT C HacafkoW, Hacagka OGypger
noBpex/eHa
1. BHuMaHue! CnMWIKOM 6ONbLIOK YroN HakMoHa WAM YacTblid
KOHTaKT C UMMMAHTaTOM MOXET MPUBECTU K MOBbILLEHHOMY W3HOCY
Hacaku, BMOTb [0 ee MonomMku

BHumaHve! Bo Bpems OCTEOTOMWM CnejuTe 3a Tem, YTOGb!
VHCTPYMEHT BPaLLancs CTPOro Mo 3afiaHHbIM 0CIM Ayri OKPYXHOCTY,
4ToGbl HacafKa He MepekpyunBanach, Harpymep, Npu MoBopoTe
HaKOHeuYHuKa Mexay nansuamm (Puc 4)

1. BHMMaHue! Bo Bpems OCTEOTOMUM He crubaiiTe Hacagky nocne
roro, KaKk OHa Yke BCTaB/eHa B MeCTO paspesa. Hanpumep ans
M3MeHeHNst paboyeil ocu He cruGaiiTe HaKOHEYHUK ANs TOrO, YTOGbI
060iiTn Npounb umnnaHTata (Puc 5).

+ OcTopoxHo! [l TOro, 4TO6bl BO30GHOBUTL WM W3MEHUTb
pabouyl0 OCb UM NpaBWIbHO 0GOWTU MpoMNb  WMNIaHTaTa,
Heo6X0AMMO 13BNIeYb HAcafKy M 3aHOBO HauyaTb LMK/ OCTEOTOMUM C
Hagnexatmmu napameTpamu (Puc.6) OCHOBHble Mepb!
NpejOCTOPOXHOCTM NPV NPOBEAEHNM MPOLEAYPbl OHUCTKM.

1. BaxHo! Npou3soanTe YUCTKY HacafoK He3amejnTeNbHO nocne
KaXforo 1cnosb3oBaHns [pon3BOANTE YMCTKY, He [OXKMAAsACh TOrO
MOMEHTa, KOr/ja 3arpsisHeHIst 3aCOXHYT Ha HacafKe.

Mocne nepBoro W nepef KaxzibiM MOBTOPHbIM WCMO/b30BaHMEM
Heob6xoAMMO  TwlaTenbHO  o6pabaTbliBaTb — Hacagky, cnegys
VHCTPYKLUMAM, W3NOXEHHbIM B pasgene "OuucTka u cTepunnsaums”
PYKOBOACTBA MO/b30BATENs, MOCTAB/ISEMOTO B KOMMJEKTe ¢
YCTPOVCTBOM.

Crepunusaums - O6Lyme ceefieHus - MeToA cTepunusaumu.
CTepunusaums [JO/KHA BbIMOMHATLCS UCKIIOUNTENLHO B aBTOK/IaBe
N0 TEXHOMIOTMW NpeJBaKyyMHOIi NapoBoii CTEPUM3ALIUN.

MapameTpbl NapoBoit CTepunM3aLn Gbin NpoOBEPeHbl KOMMaHuelt
“MektptoH C mA." (MecTron 5p.A) ans [OCTMXKEHUS YPOBHS
obecneyeHns ctepunbHocTU 10-6 (BAE).

,T- OcTopoxHo! Ecim npouefypa CTepunmnsaumn cpasy HeckosbKUX
VHCTPYMEHTOB  BK/ItOYaeT B ceb  TOMbKO — OAMH  LMKN
aBTOK/1aBMPOBaHMS, Y6eAMTeCh, YTO MaKCUMalbHas Harpyska Ha
aBTOK/1aB He MpeBbILLEHa.

BHumaHue! Puck 3arpsisHeHus. He wcnonb3yiite crepunnsatop
rpaBUTALWOHHOTO TUMNa /19 CTEPUAN3ALMN HacaoK. PaGounii Lmkn
cTepunn3aTopa  rpaBMTALUMOHHOTO  TUMa  He  oGecreuynBaeT
HaZnexalleil cTepuan3aLmn BHYTPEHHEro KaHana, NonocTeid, nasos,
YrnyGneHnidA W MpouMx OTBEPCTUIA Ha Hacagke. BHumanue! Ans
cTepunmsaumuu HacazoK 1cnonb3yiTe VICK/IIOUNTENBHO
npe/BaKyyMHbIi aBTOK/aB.

OCTOpOXHO! KaTeropuuecki 3anpeLLaeTcs UCMO/b30BaTb Apyrie
cnocobbl  CTEpUAM3aLMM  W3-3a  BO3MOXHOW  HECOBMECTMMOCTU

_HacafoK ¢ maTepuanamu Apyrux yCTpoicTs f/is CTepuan3aLum
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Mbesocepmrepn  (Plero5Surfery)®!  Mpu  HecobMOAeHWN  3TOrO
Tpe6oBaHus Balle ycTpoiicTBo MMbe3ocepmkepyu (Plezosurgery)®
MOXET GbITb MOBPEXEHO, UTO MOXET MPUYNHWTL TPaBMy Bam Uant
BallMM  nauueHTam  [lpyW  MCMONMb30BaHUS  HEOPUTMHAbHBIX
Hacagok  [Mbesocepmkepu  (Plezosurgery)®  nospexgaeTcs
pe3b60Bas LINWbKA HaKOHEYHUKA, B pesy/bTaTe Yero KperseHue
OPUIMHATbHBIX HAacafloK Ha HaKOHeYHUKe ocnabeBaeT

6 He npunaraiite upe3MepHbIX ycunuii K  Hacagke! [pu
HecobntofieHun aToro TpeboBaHWA Hacafjka MOXeT TPecHyTb, YTO
MOXET NPUYMHUTL TPaBMY BaM W/N BaLLMM MaLMeHTam.

7 MpoBepbTe pe3b6OBble AeTa/M Hacafku W HAaKOHeYHUKa. 3Tn
[ieTanut IO/MKHbI ObITb YNCTBIMK

8 EcnM Ha MOKPLITUM W3 HUTPUAA TWTaHa MOSIBAAIOTCH BUAUMbIE
Cnefibl M3HOCA, HacafKy CriefyeT Hesame/IMTeNbHO 3aMeHUTb Ha
HOBYIO.

Mpn MCMONB30BaHUM M3HOLLIEHHBIX Hacafiok yXypllatoTcs paGouve

XapaKTepuUCTVKK pesaHns

~ BHUMaHMe! MefULMHCKNE OTXOAbI

B cnyyae n3Hoca nnu NoBpexzieHns Hacaaky (Hacafku) Heo6XoAnmo

YTUNN3MPOBATL KaK MeANLMHCKIE OTXOAbI.
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/Norotun/ MPOKYPATYPA UTANIbAHCKOM PECMYB/INKWN
CYJAEBHAA SKCMEPTU3A FEHYU

ANOCTWNNb

(Faarckas KOHBEHLMS OT 5 oKTA6Gps 1961 r.)

1- CtpaHa: UTANNA

HacTosLwwii ohuunanbHbli fOKYMEHT
2 - 6bin nognucas ®EAEPVKO KATTAHEN (CATTANEI FEDERICO)

3 - BbiCTynawowum B kayectee HOTAPUYCA

4 - ckpenneH nevatbto/Wtamnom ®EAEPUKO KATTAHEWN (CATTANEI
FEDERICO), BbICTYMNAK WM B KAYECTBE HOTAPUYCA BTEHYE
(GENOVA)

YOOCTOBEPEHO
5 - B [eHye (Genova) 6-4/1/2016

7 - Mpokypopom NTanbsaHCKOW pecny6nuku, cyfebHas akcnepTnsa MeHym

8 - Ta Homepom 20 /C1V/ AP/2016

9 - MeyvaTb/wTamn 10. Moanuck
(MeyaTtb Hepa36opumMBO) /nognucs/

LLiTamn: /Hepas6opuneo MPOKYPOP UTAJIbHCKOWM PECMYBVNKA A
A-p Smunno MaTTu (Emilio Gaiti)/

Meyatb; .'Hepas6opumnso/
noBTOpseTCA 3 pasa Ha 3Toii CTpaHuLe



MepeBo4 [AaHHOTO TeKCTa C aHrWACKOTO U WUTaNnbsIHCKOTO $3bIKOB Ha PYCCKWIA A3blK cAenaH MHOl
nepeBofuYMKOM MamenosbiM TUMypoM [>KaBaHLWMpPoBMYeMI Tpe6oBaHNs K TeKcTy nepesofga (MakcumasbHO
TOYHOCTb, FPAMOTHOE W3/TOXKEHNE) MHE Pa3bSCHEHbI,

"opog Mocksa.
lMepBoro mapTa fBe ThiCAYM LIECTHAALATOrO roga.

A, Akumos Ined EODI/ICOBI/ILI , HOTapuyCc ropoga Mocksbl CBNAETENbCTBYH NOA/IMHHOCTbL NnoAannucuy, C,U,EﬂﬁHHOVI
nepesoa4nKom MamegoBbIM TI/IMypOM Iﬂ,)KaB&lHLLII/I[ZJOBI/ILIEM B MOEM NMPUCyTCTBUN. JInyHOoCTb eroyCTaHOBneHaX

3aperncTpuposaHo B peecTpe 3a No
B3bickaHo no Tapudyy 300py6., 13 Hux 200py6. n.T.p.

ORA

HoTapuyc:

€P0oBaHO 1 CKPEMN/IEHO
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Gewindebolzen des Hanastlicks und fuhrt dazu, dass die Befestigung der inst-lanente, auch der
Originalinstnjfnente. nicht niehr sicher ist.

6  DieAustibung emes zu starken Drucks kann zum Bruch des Instrunents und fol*ich zu
Verletzungen fiihren.
Kontoollieren Sie die Gewwndeteile des Insii-unents und des Handstticks. Diese Teile miissen
sorgfaltig gereini” sein.
Die Instrumente sind auszutauschen, sobald die Abnutzung der TitannrtridbeschichAing sicWbar
wird. Der Einsatz eines abgwiutrten in“uments verringert die L«stung und der Schnitt verliert
Effektvitat

A Gefehr Klinische Abfalle

Die abgenutzten oder beschédigten Instnjmente sind als Kinische Abfélle zu entsorgen. "

Frangais Mode d’emploi

Cd insert a été concu spécificjemenl pour étre utilisé en conjonction avec tous les dispositifs
Piezosurgery® prodids par Mectron Sp.A., six la base de leur utilisation prévue/applications.

Linsert doit étre utilisé dansle re ~d des paramétres correctes, indicés dans le livretmode
d'emploi, fourni avec le dspoatif- paragraphe ‘utilisdion prévue’. Cet insert doit étre utilisé en accord
avec les réglages appropriés, déaites dansjoiik le dépliant ‘réglages apfxopriés pow tes inserts*.
IMPORTANT: Les mots “Danger”, “Attention” et “Remarque” cixitenuM dans ce document ont
un signirw particulier et doivent étre attentivement exiuninés.

A Danger Identifie conditidis et pratiques qui présentent une risque de mort ou blessures
graves pour le patientet/Mi I'utilisateur.

A Atteirion: Identifie conditions et pratiques qui peuvent causer blessures mineixes et
provoquer des dommages aux égiapements.

REMARQUE: Avertissementqui n'est pas liée & un dommage.

IMPORTANT: Informations concernant le mode d’empioi présent. n

Les infonnations contenues dans le mode d'emploi se I*nitent aux informations essentielles pour ta
premiére utilisation de I'inseit d doiveit étre lues avec te d'dilisation et entretien fourni avec
le dispositif Piezosurgery®.

il est donc nécessaire de lire atientivement le Manuel d'uWsation et entretien du dispositif
Piezosurgery® avant de commencer le traitemeni, mettre au poira tout le systeme et conti'dler chaque
fonction en prenant soin de bien lire les paragreph” “Prescriptions de sécuitié*. 2]

A Danger: Avarrt la premiére utilisation et les utilisations suivantes.

Linsert n'est pas stérile au moment de la réception: il doit donc étre traité, avant son utilisation, selon
les procédures décrites ci-dessous dans te paragraphe ‘Netioyage et stérilisation’ du M~uei
d'utilissEicrt et entretien fourni avec te dispositif Piezosurgery®. Aprés chaque utilisation du dispositif,
il faut le soumettre encore & un traitemerrt en suivant soigneusement les procédés déarts ci-dessous
ou contenus (tens le paragraphe ‘ Netioyage et stérilisation’ du Manuel d'utiksation et d'entretien du
dispositif Ptezosurg«r ®.

Procédé de nettoyage

important: Les procédures de nettoyage doivent ~re effectuées immédiatement aprés chaque

utilisction Ne pas laisser sécher tes inserts contaminés avant le traitemerti.

Limitations aux trstements répétes: Les traitements répétés ont un impact minimum surrres

instruments. La fin de leur vie est due normalem”t & l'usure ou aux endommagements causés par

Iutilisation.

A Attention; Ne pas utiliser d'eau oxygénée pour te netioyage des inserts.

A Oar>ger Pour éVriter de nuire aux opérateurs, traiter tes inserts singulierement.

IlIfautfare attention particuliérement pendant la manipulation des instalments coupants et

potentiellement infecta afin d'éviter le danger de blessures et cfirections.

Lte personnel sanitaire chagé de I'utilisation et du nettoyage des dispositifs doit utiliser des protections

adéquates et manipuler toujours avec soin les instiuments coupaits et pointus.

Préparer une solution de détergent enzymatique a pH neutre (6-9)*, en suivant les indications du

producteur du détergent Placeri'in”rt dans m teservoir propre en position horizontale.

Ajouter une quantite de la solution préparée,  soit suffisante pour couvrir complétement tinsert/

les inserts.

2 Laisser l'insert/les inserts dans la soliXion de détergent enzymatique pendant 10 minutes a 40 *C.

Cette méthode réduit la quantité de sa”, de protéfoes et de mucus présente sur l'instniment/tes

instruments.

En utilisant une brosse soi*te de nylon, brosser délicatement toutes tes surfaces de I'insertjusqu'a

éliminer toute la saleté visible.

REMARQUE: Nettoyer soigneusementtoutes tes parties suivantes des inserts:

- Trous de passage et canaux iitiérieurs;

« Zeroes difficiles a nettoyer telles que les bords coupants et en particuliers les interstices entie tes

dents.

Enlever l'insert de la solution de détergent enzymaique.

Rincer soigneusement et brosser iinsert/les inserts ar utilisant une brosse soul::te en nylon sous

I'eau courante.

Répéter ce procédé jusqu'a l'élimination de toutes les impuretés visibles.

6 Utiliser une seringue individuelle pour injectier et aspirer la solution de détergent enz~\ique daris
les zones difficiles a atteindre (trous de passage/carxjles).

Répéter cette opération trois fois pour assurer I'effective élimination de la saleté des surfaces
intérieures du trou de passage.

7 Rincerle canal irtiéri*r de l'insert & l'eau déminéralisée a une pression de 3,6 bar pendant au
moins 10 secondes de fagon & éliminer les résidus éventuels — impuretés.

B”na ultrason

8 Préparer une solution de détergerti enzymsttique & pH neutre (6-9)* sur la base des indications du
producteurs du détergent.

9 Mettre iinsertries insets dans un piateei pour instruments en acier inox avec le fond en grillage.
Metre te plateau dans te bac pour le nettoyage a ultrasons et s'assurer que dans le bain 240 *C
les instruments soterti eibmergés. Laisser dans le bain pendartt au moins 10 minutes.

10 Enlever i'insert/les inserts du bac pour te nettoyage a Arasons et te/les rincer a I'eau
déminéralisée.

11 Brosser tes surfaces interieures et extérieures avec urte petite brosse souple en nylon, propre,
sous l'eau courante. Rincer linsert/les inserts a l'eau d”inéralisée.

12 Laver te canal irtiérieur de I'in su a 'eau déminéralisée irjecteée a uie pression de 3,8 bar perxlant
au moins 10 secondes de fo@on aaimmer tout résidu de saleté.
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E» Le ceue Id&UH UH_ preylenl qLIE €es1acnes ou Ues MNalos paraisser sur 1a surrace ainsi Qque
laformation d'oxydation a l'intérieur de l'insert.
®'3nt la stérilisation; tous les instruments doiverti &tre controlés avant de les

~10Us Ies Instrumerns ooivent etre soigneusement coruroles visueliement a la recherche
d'endommagemait et de signes d'usure.

Il feut faire particuliérement attention:

- aux points ol tes impuretés peuvent rester coincées comme les trous de passage, les pas de vis -
tes parties rer«ranies (trous, canaux) - les cotés des dents de linsert, si présentes, le fil des bords
coupants.

Ve’ri%er en particulier tes bords & la recherche de déformations ou de zones largenterA affectées.
Les bords doiverit étie continus.

Si les surfoces ne sont pas Msibtement propres, répéter te nettoyage et ccrtttaer a noiveau. Eliminer
les instruments endommagés.

Conditlonnemertt.

Linsertdoit étre stérilisé en utilisant un sachet standard. incKvidud. pour la stérilisation a la vapeur,
médical, de dimensions adéqusies-

A Att tion: Les instroments doivent étre confoctionnés individuellement en sachet

A Attrition: Assurez-vous que le sachet soit sjffisamment grand pour contenir les instruments
sans mettre en tension tes sceaux et sans décNrerle conditionnorient.

Sthilisatton « Généralités - Méthode de stérilisation.

Effecfoer la stérilisation uriquement a la vapeur Vde préliminaire en autodave.

Parmetres de sterilisation & vapeur ont étés validés par Mectron S.p.A. pour assurer le niveau de
stérilité de 10" (aertiity Assurance Level).

A Attteition: Si Vous devez stériliser plusieurs instrumerffs en un seul cycle en autoclave, faites
attention & ne pas dépasser la chaige maximale de l'autoclave.

A Attention: risque de contamination. Nutyiser pas une autoclave & déplacement par cavité pour
stériliser tes inserts. Le cycle opératif de 'autoclave a déplacement par gravité NASSURE PAS une
stérilisation adéquate dd canal interne, des calrités et des éléments enfoncés de l'insert.

A Attention: utiHser UNIQUEMENT une autoclave vide préliminaire poix stériliser les inserts.

A Attention: N'utiliserjamais d'aiXres méthodes de ~érilisation carceltes-d pourraient étre incom-
patibles avec les matériaux iXilisés pour fabriquer les insttisnents.

NE PAS UTIUSER les méthodes de stérilisation »jivantes: stérilisation a I'oxyde d'éthyl™e,
stérilisatiix) a I'air chaud, autoclave flash, stérilisation STERRMD, stérilisation par sydémes STERIS
ou similaires.

NE PAS UTIUSER les substances/systémes suivants pour stériliser tes instruments: eau
oxygérrlf;éé, systéme a base d'adde pérartetique, formaldéhyde, gluteraldéyde ou autres substances/

Paramétres minimum de stérilisation pour assurer un niveau garanti de stérilisatiwi (Sterility
A”urance Lewl - SAL) de 10N

A Danger: les paramétres de stérilisation & vapeur ont étés validés par un laboratoire
indépmdant et se référent exclusivement au cycle de fonctionnement en autoclara VIDE
PRELIMINAIRE.

Stérilisation - Paramétres
Paramétres minimum de stérilisation pour assurer un nive«xi garanti de stérilisatioi (Sterility
Assuraice Levd - SAL) de 10"
Type de “cle; vide préliminaire - (3 phases de vide préliminaire - 60mbar).
- Température miniman; 132 °C (270 T).
- Presen; 2.9 bar (42 psi
- Temps minimum rfexpos’\n (conditionnement): 4 minutes.
- Temps minimum de séchage; 20 minutes.
A Attention: Ne pas dépasser la température de 135°C.
Toutes phases de stérilisation doivent étre effectuées par l'operateur en conformité aux normes
UNI EN ISO 17665-1:2007, UNI EN ISO 556-1:2002 et ANSI/AAMI ST:46:2002.

informations importahtes ccmcemant la sécurité des inserts.

A Danger Cassure etusure de j'insert

Rarement tes oscillations & haute ftequence et 'usure peuvent produire la cassure de linsert.

Ne pas plier, ne pas modifier la tonne ni aff(iter d'aucune fagon tes inserts. Plier et forcer tes inserts
peuten causer la cassure. Les inserts qui seraient modifiés en ce sens ne doivent absolument pas
étre utilisés. Si uninsert se casse pendant I'iXilisation. foire trés attention & récupéra et éliminer tous
les fragments de I'insert du patient En chirurgie orale, il fout demander au patient de respirer par le
nez pendant le tiaitement ou bien utiliser une digue dentare’ de fagon & éviter le danger d'ingestion
de froments cpji éverffuellement se seratertt d*acheés suite a la cassure d'un insert.

A Dangen

1 Tinsert est consommable. Infecter soigtteusemait linsert avant et pendant chaque traitement

a la recherche d'endommagement et/ou d'usure excessive. Ne pas utiliser l'insert s'il est rayé ou
rouillé. L'insert pourrait se casser pendant I'utilisation. Si ton ranarque un endommagement ou
une baisse de performance, te rwipacer parun nouvel insert.

REMARQUE: Si uninsert est déformé, le dispositif pourrat arTéta* de fonctionner et un message
pourrait paraitre sur le display.

Avant le traitement, assurez-vous que l'insert ert fixé srhidement sur la piéce a main.

Serrer correctement I'insert sur la piece & main avec la dé dynamométrique.

Ne modifier la forme de l'insert d'aucune fagon. Plier ou forcer I'insert pourrait en causer la cassu-
re. Nejamais utiliser d'inserts déformés.

Ne pas essaya de réaffuter tes inserts utilisés car ils pourraient se casser pendant I'utilisation.
Remplacer l'insertfles inserts uniquement par des piéces de rechange originales Piezosurgery®
L'utilisation dinserte différents des originaux Ptejxisurgery® invalidera la gaantie du dispositif.

Ne jamais utiliser d'inserts ctifféraits des originaux Piezosurgery®ca ceux-ci endommageratent le
dispositif Ptezosu"ery®et pourraient causa des lésions aux opaateurs ou au patient

L'utiiisation d'inserts difforents des originaux Piezosurgery® endommagera I'axe * té de la piéce a
rrtein, ce qui rendra peu sire la fixation des mserts. méme les msats originaux.

L'application d'une pression excessive poaraK causerie fracture de l'insert ce qui, & son tour,
pourrait causer des Iésions personnelles.

Vérifier les parties fletées de l'insert et de la piece a main. Ces parties doivent étte nenoyees
soigneusemerff-

Les inserts doivent étre remplaces des que l'usure du revétanent de pitftre 9e ttiariAestESiCiénte.
L'utilisation d'un insert usé fera baissa la performance en termes
A Darder: Déchets hospitaliers -
Elimina tes inserts usés ou endommagés comme décrets hospt

abd w N
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Espafiol instrucciones para

Este inserto ha sido proyecfodo especificamente parael usoi
Ptezosurgery® producidos por Mectron S.p A, de acuerdo cofi'sis*destinos de uso/apiieadones.
Re haga Aefaencia » manual de usuario de folleto, suministi'ado con el dispositivo- parrafo IDestino

uericti ui sigrithitaa cspecilic y OEUCT SEI EXalllllieals LU alldtierorl.

A Ptfigro: Identifica condiciones y practicas que presentan un riesgo de muerte o heridas
graves para el paciente u el usuaria

A Atencion: Identifica condldones y précticas que pueden causar hwidas lleves y provocar
dafios a los aparatos.

NOTA: Advertencia que no es relacionada con un dafio.

IMPORTANTE: Informaciones relativas a estas instrucciemes para el uso.

Las informaciones corffenidas en las presentes instrucciones de uso se limitan a las esendates para
el primer uso del insertoy deben leerse junto con el manual de uso y mantenimierfo suministrado con
el dispositivo Piezosixgery®.

Por lo tanto, antes de empezar e tratamiento, lean atentamente el matHjal de uso y mantenimertto,
configuren todo el sistema y verifiquen cada funcién, cuidandose de leer atentamente el panafo

' Requisitos relativos a la seguridad”.

A Peligro; antee del primer usoy de los usos sucesivos.

El inserte no es estéril al momento de la recepcién y. por lo tanto, antes de su uso. debe tratarse,
segun los procedirntenios d”cribidos a continuadén al parrafo ‘impteza y Esterilizadén* del manual
de usoy mantenimteite suministrado con el dispositivo Piezosurg

Después del prim«- uso del dispositivo, tratarlo de nuevo si*iendo atentanente los procedimientos
describidos a continuacidi o mendonados al parrafo ‘ Limpiezay esteriizadén" del manual de usoy
mantenimtento del dispositivo Ptezostxgery®.

Procedimientos de limpieza.

Importante: Los procedimientos de limpieza deben ejecutarse inmediatamente después de cade uso.

No dejen secar los insertos contaminajos antes del tiatamierffo.

Limitaciortes relativas a los tratamierttos repetidos:

Los tratamientos repetidostienen un impacto minimo en estos instnimentos. El final de su vida dil,

normalmente, se debe al desgaste o a dafios causados por el uso.

A Atencion: No usar agua oxigenada para la limpteza de ios insertos.

A Peligro: Para evitar dafios a los operadores tratar los insertos singuisrmertte.

Es necesario prestar particular atencion durante la manipiiacion de los instrumentos cortantes y

potenciaimente inféctos para evitar el peligro de heridas e infocciones.

E! personal sar(tario encargado dd uso y de la Itm™za de ios dispositivos debe usar i

protecciones adecuadas y manejar siempre con cautela los instrumerttos con bordes cortantes y

aquellos puntiagudos.

Preparar una solucién de detergente enzimético de pH neutro (6-9)*. siguiendo las instru*ones
del protector del d"«gente. Disponer el inserto, horizontalmente, en un recipiente limpio. Afiacfir
una carffidad de la sdudén prharada, »jficiente para cubrir completamente el inserte/los insertos.

2 Dejarel inserto/los fosertes simiergido/s en la solutién de detergente enzimético por 10 minutos
a40 °C. Este procedimiento reduce la carffidad de san”e, proteinas y moco presente en el ~
instrumerffo/los instiumentos.

3 Con Lt cepillo limpio de cerdas suaves de nylon cepillar delicadamente todas las superficies |1d
inserto hasta eliminartoda la suciedad visible.

NOTA; Limpiar minuciosamente todas las siguientes partes de los mertos;

- Orificios es y canales internos;

- 2bnas dificiles de limpiar tales como los bordes cortante y. en particular, los irffersticios entre los
dientes.

4 Sacar el inserto de la solucién de detergente enzimético

5 Enjuagar minuciosamente y cepillar el/los inserto/s, con un cepillo de nylon de cerdas suaves,
debajo d” agua corriente. Repetir dicho procedimiento hasta la eliminacién de toda la sudedad
visible.

6 Usar unajeringa desechable para Inyectar y aspirar la solucién de deteigente enzim®ico en las
zenas dfificiles de alcanzar (orificios pasantes/canulas). Repetir esta operacion tres \reces para
gai. Mizar ta efectiva Niminacion de la suciedad de las strerficies internas del orificio pasante.

7 Enjuagarel canal irffemo del inserto con a”a desmineralizada a una presién de 3.8 bar porto
menos por 10 segundos para poder eliminar eventuales residuos de suciedad.

Bafio de uitrasixiidoe

8 Preparar una solucién de detergente enziméatico de pH neutro (6-9)* segiin las instrucciones del
productor del detergente.

9 Colocarelflos inserto/s  unabé”d” para instrumentos de acero inoxidable con fondo de led.
Colocar la bandeja en el estanque para la limpieza de ultrasonidos y asegurarse que los instru-
mentos queden sumergidos en el bafio, a40 X . Dejar sumergidos por lo menos por 10 minutos.

10 Sacar el/los inserfo/s del estanque psra la limpieza de uttiasonidos y enjuagados en agua desmi-
ne-alizada.

11 Cepillarlas superficies internas y externas del inserto con un cefixiio de nylon limpio y de cerdas
suaves, debajo del agua corriente Enjuagar el/los inserto/s en agua desmineraliz:

12 Lavarel canal interno del inserto con agua desmineralizada, inyectada a una presién de 3,8 bar
por k>men<% por 10 segundos para poder eliminar todos los residuos de suciedad.

AAtendén: Comprobarque el inserto este completamente seco, incluso internamente, antesde

activar el cido de esterilizacién. Usar aire comprimido filtrado para eliminar taeventual humedad

desde el orificio pasante. De este modo se premene la aparicién de manchas o huellas en la
superficie, y la o»dadén interna del inserte.

A Peligro: Vertficacion antes de la esterilizacion: todos los instrumentos deben ser

tespecdonados arffes de la esterilizacion. Es suficiente un control visual con buenas condidones de

iluminacién y generalmente sin el uso de medos de ampliacién. Deben controlare tedas las partes
de los instrumentos para detectar toda la suciedad visible y/o corroan. Todos ios instiumentos deben
ser inspecdonados visiblemerffe y atentamer”e. buscando de détilos y sefiales de desgaste

Es necesario ponor particular atOTicionen:

- Puntos en los que la sucjedad puede quedOT atrapada, tales cormo orificios pasantes, partes
roscadas  POTtes entrantes (orifidos. canales) - Los lados de los dientes del inserto, si presentes
- €l hilo de los bordes cortarles;

- En particular, verificar los bordes para detectar deformaciones o zonas ampliamOTite dafiadas. Los
bordes d">en ser continuos.

Si superficies no e *n visiblemente limpias repetir la limpieza e inspeccionar nuevamente.

Eliminar los instrumentos dafiados.

Confeccion.

El inserte puede sot erterilizado usando un sobre estandar desechable para esterilizacioén a vapor de

tipo médico, de tamafios apropiados.

A Atencion: Los instaimentos deben ser en confeccionado en sobres, individualmente.

A Atencién: Controlar que el sobre sea bastante grande para contener los instiumentos sin r--

entension los sellos y sin romper la confecdén.

‘Esterilizacién - Generalidades - Método de esterilizacion.

Efectuar la esterilizacion UnicaiTiertte m~iante e sterilicen -
Darimafrne Ha AatArilizaH/Sn a uarvAr han eirtn

en no exceder con la carga m

A

Atencion: riesgo de con

insertos. El ciclo de funcior
esterilizacion adecuada del

A

Atencién: Nirtca usar ot

los materiales usados pera fa
No usar los siguientes méU
con aire caliente, autoclave fi
similares.

N6 usOT las sigiéentes sust
sistOTnas de &cido peracético
Paradmetros mirffmos de est
(StOTtity AsOTjrance Level -

A

Peligro: parémetros

independiertte y se rieren
Esterilizacion - Parametros
Pardmetros minimos de estei
Assurance Level - SAL) de 1

Tipo de cido; PRE-VACIC
Temperatura minima; 132
Presion; 2.9 bar (42 psi).

Tiempo minimo de exposN
Tiempo minimo de secade
Atencién: Noexceder la

Todas las fases de esterilizac
EN ISO 17665-1:2006, EN IS

Informaciortes importantes

A

Peligro: Ruptura y desg

Raramente las oscilaciones d
inserto. No plegar, modificar |
pueden causar lafradixa del
usados en absoluto. Siun ins
y eliminar todos los fragmenti
que respire con la nariz durar
ingestién de fragmOTites que |

A

)

w

7

8

A

Peligro:

Hl inserte es corsumible. |
tamiefko, deiactando daft
El inserto podria romperse
reemplazar el InsOTio con
NOTA: Si un inserto esta
aparecer en el display.
Antes del tOTOThlerto. ase
Apriete coneciamente d i
No modficOT la forma del |
causar su tiadura. No iXl
No intOTitar de reafilar los
Reemplazar el inserto/los
insertos diferentes de ios -
Nunca usar insertos difere
Piezosurgery®y poctiian
El uso de Insertos diferent
de mano con la consecue
estard segura.
Laaplicacion de una presi
provocar legones persona
Verificar las partes roscad,
minuciosamente.

Los insertos deben sot su
titanio. El uso de un insOTt
Peligro; Desechos hosp

Eliminar le» insertos gastedo;



Repertorio numero 23344

AUTENTICA DI FIRMA
REPUBBLICA ITALIANA
lo Sottoscritto Federico
CATTANEI, Notaio alia
residenza di Genova, iscritto nel
molo dei Distretti Notarili Riuniti
di Genova e Chiavari, senza la
presenza di testimoni, certifico

che

Femando BIANCHETTI, nato a
Chiavari (GE) il 23 febbraio
1953 con domicilio in Carasco
(GE) Via Loreto 15 A nella sua
qualita ~ di  Presidente  del
Consiglio di Amministrazione in
nome e per conto della spettabile
“MECTRON S.P.A’"" con sede
in Carasco, Via Loreto n. 15/A,
capitale sociale Euro
6.429.000,00, iscritta al Registro
delle Imprese di Genova al
umero 01126960101 di codice

/..[fiscale e al R.E.A. 253624.

della cui identita’ personale e
poteri, i0 Notaio sono certo, ha
firmato il sovraesteso documento
in mia presenza, redatto in lingua
inglese, lingua da me conosciuta,
in Chiavari (GE) Via Rivaroéla
69/1, il gionjo 16dicembre 2015
alie ore 11.0j0
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File Number 23344

CERTIFICATION
OF SIGNATURE
REPUBLIC OF ITALY

I undersigned Federico
CATTANEI  Notary  Public
resident in Genova, a register
member of the Order of Public
Notaries for the Districts of
Genova and Chiavari, nobody
applying for the assistance of
witnesses, do hereby certify that
Mr. Fernando BIANCEIETTI,
bom in Chiavari (GE) on
Febmary 23, 1953, with domicile
in Carasco (GE) Via Loreto 15 A,
in his capacity of Chairman of the
Board of Directors in the name
and on behalf ofthe company:

“MECTRON SPA”,  with
registered office in Carasco (GE),
Via Loreto 15/A, the share capital
of € 6.429.000,00 tax code and
registration number in the
Company Register of Genoa
01126960101 and REA 253624,
whose personal identity, quality
and power | Notary Public am
certain, signed the document
hereinabove in my presence, in
English, as 1he English language
is well know by me, in Chiavari
(GE), Vial Rivarola 69/1, on
December i 6, 2015 at 11.00 a.m.
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PROCURA DELLA REPUBBLICA
PRESSO IL TRIBUNALE DI GENOVA

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1- Paese iITALIA
Il presente atto pubblico

2 - é stato sottoscritto da CATTANEI FEDERICO
3 - nella sua qualita di NOTAIO
4 - porta il sigillo di CATTANEI FEDERICO DI PAOLO NOTAIO IN

GENOVA
ATTESTATO

5-in Genova 6-4/1/2016

7 - dal Procuratore della Repubblica presse il Tribunale di Gei*va

8 - col numero.«M . ...... ICIV/IAP/2016

9 - Sigillo 10- Firma

ILSCST, ARG RNGREH LARRURB A
Dott. Emilio Gatti
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OKCKN3UBHbIN anctpnbbioTop B CLLUA:
NoroTun: /Mbe3ocepi>keprMHKopnopeATua (Piezosurgery
Incorporated™”¥

850 MunuunraH AseHto, Konymbyc, wrat Oraiio 43215, CLUA
(850 Michigan Avenue

Columbus, Ohio 43215)

Ten.: 614 459 4922

dakc: 614 459 4981

WHTepHeT: wvvw.piezosuraerv.us

3n. noyTa: into n nie/.osuraen.us

Norotnn /MekTpoH (Mectron)/
MeauumuHckoe 06opys0BaHue
IMapkuposka CE 0476/

MpounssognTens:
"MekTpoH C.n.A."
(Mectron S.p.A))

Bua lopeto 15/A, 16042
Kapacko (FeHys), NTanua
(Via Loreto 15/A

16042 Carasco (Ge)

Italy)

Ten.: +39 0185 35361 dakc:
+39 0185 351374

WHrcpHeT: wvvw.mectroii.com
3n. noyra:
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Kop
napTuu
BHumaHue! CnefyeT 03HAKOMUTLCA C
A CONPOBOANTENbHOW JOKYMEHTaLMen.
Mapkuposka CE, HOTU(MLNPOBAHHbIA OpraH
cepTugumkaymm: "Kusa Cepmet Utanma" (Kiwa
Cermet Italia)

C€ 0476

OcTopoxHOo! desepanbHOe 3aKOHOAATENICTBO
CLUA paspelwaeT npogaxy 3Toi NpoAyKLUU TONbKO
Bpayam-cToMaTonoram uav no mx 3akasy.

MHCcTpyKLma no
Ui akcnayaraymm

HecTepuibHoe nsgenue

WHuunanel depHango boanketrn (BF)



AHINACKNIA WVIHCTPYKLMS NO NPUMEHEHMIO

[JaHHas Hacafka npefHasHauyeHa UCKMIOUMTENLHO 1 UCTMONb30BaHMs
COBMECTHO CO BCEMM YCTpoiicTBamu Piezosurgery® (Ibe3ocepmxepm)

npousBoAcTBa KomnaHunm «MekTpoH C.nA.» (Meclron8.p.A.) B
COOTBETCTBMM C  HasHayeHWeM U  cdepoil  npuMeHeHus. Cm
MH(OpMaLMIO B PYKOBOACTBE MO/b30BaTeNs, MOCTaB/ISIEMOM B

KOMIM/IEKTe C YCTPOMCTBOM - MYHKT «/ICNONb30BaHMe N0 Ha3HAYEHUHO».
Mpexae 4Yem npucTynaTb K 3KCnyaTauuy Hacafjok, ybeauTech, 4To
napaMmeTpbl Hacafiok BblbpaHbl W YCTaHOBNEHbl B COOTBETCTBUU C
peKoMeHJaLMaMM B Npunaraemoii 6potutope «MpaBunbHble NapameTpbl
HaCTPOKM ANs HacafoK».
? BAXHO! Ocoboe BHMMaHMe cnegyeT 06paTWTb Ha yKasaHus U
peKoMeHzauum, BblfjeNIeHHble 3aron0BKamm «BHuMaHwe!»,
«OCTOPOXKHO!» «lMpuMeyaHme» B HaCTOSLLEM [OKYMEHTe.
BHUMAHWE! 3T0T 3HaK yKa3blBaeT Ha PUCK MOMYYEHUs TSHXKEOi
1N cMepTeNbHOV TpaBMbl NP HeCOBI0AeHUN YKa3aHHbIX TPeGoBaHWIA.
1. OCTOPOXHO! 370T 3HaK yKa3blBaeT Ha OMacHyw CuTyaumio,
KOoTOpas, ecnu ee He M3beXaTb, MOXET MPUBECTW K He3HauMTeNbHON
TpaBMe Un K NOBPEXeHNIo 060py[0BaHuS.
MPUMEYAHWE: 3aech yKa3blBaeTcs MH(OpPMALMS, KOTopas He uMeeT
OTHOLLIEHWS K MPUYUHEHWIO BPea 3[0POBbIO.
1. BAXXHO! VHdopmauus 0 JaHHOM pyKOBOACTBE No/b3oBaTens.
HacToslee pyKoBOACTBO MOMb30BATENS COAEPXUT BCE OCHOBHblE
cBefleHMs 0 MpaBunax NepBMYHOI 3KCMayaTauunm Hacafiok M JO/MKHO
NPUMEHSATLCA TONbKO COBMECTHO C «PyKOBOACTBOM MO 3KCnyataumm n
TEXHUYECKOMY  OOCNYXXWMBAHMIO», MOCTaBNSEMbIM B KOMM/EKTe C
Bawwm ycTpoiictBoM «MekTpoH» (Meclon). Mo3atomy, npexpae 4em
npuCTYnaTb K NeYeHNto, BHUMATeNbHO 03HAKOMbTECh C WHCTPYKLyel
N0 MPUMEHEHUIO W TEXHUYECKOMY OBCNYXMBaHMIO, HacTpoliTe Bce
napamMeTpbl CUCTEMbl W NpoBepbTe PaboTOCNOCOGHOCTb BCEX ee
(yHKUWiA.  OCOBGEHHO BHUMATeNbHO 03HAaKOMbTECb C  pasfenom
«TpeboBaHUs MO TeEXHUKe 6e30MacHOCTU.
A BHumaHue! T[lepes nepsbiM  U”
MCMNO/Mb30BaHNEM
B cBA3M C Tem, 4YTO Hacafikm MOCTABSAOTCA HECTEpPUbHbIMK, nNepeq
MCMONb30BaHNEM Heo6X0AMMO NPOM3BECTU UX 06paboTKy. [1a aToro
BbINO/HWTE BCe [eCTBUSA, yKazaHHble HUXEe W/nan B NyHKTe «OuMcTKa
1 cTepunmsauusa» PyKOBOACTBA MO0Nb30BaTeNs, MOCTaBNAEMOro B
KOMMNeKTe C ycTpoicTBOM. [locne nepBOro W Mepef, KaXAbiM
MOBTOPHbLIM UCMONb30BaHNEM HEO6X0AMMO TLuaTenbHO obpabaTbiBaTb
HacafKy, Cneflys WHCTPYKLMSAM, W3/OXEHHbIM HWKe wu/unu B pasfene
«OuncTKa " cTepunnsalnsa» pyKoBO/CTBa nosib3oBaress,
NOCTaBNSEMOr0 B KOMN/EKTe C YCTPONCTBOM.
MopAafoK 0UMCTKU.
BaxkHass vH(MoOpmaumua: nocne  Kakgoro UCMonb30BaHUA — crnegyet
Hesamef/INTeNbHO OYWLATh HacafKy OT 3arpssHeHuWid. He gonyckaite
C\THKW 3arpsi3HEHHbIX HacafoK nepes NoBTOPHO 06PaBOTKOVA.

KaXabIM  Nocneayroumum
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OrpaHuyeHns no NOBTOPHON 06paboTke: NOBTOpHas 06paboTKa OKasblBaeT
Ha 3TU MHCTPYMEHTbI ILLb MUHUMaNbHOE Bo3aelicTBne. OKOHYaHMe cpoka
CNyXG6bl, Kak NpaBuio, OnpesenseTcs ypoBHeM M3HOCA U MOBPEXAEHWAMM,
BO3HMKLUMMM B MpoLiecce aKcnayaTaunu.

L OcTtopoxHo! He ncnonb3yiiTe nepekuncb BOAOPOAA ANA YNCTKN HacaaoK.
BHumaHne! Bo u3bexxaHue TpaBM MPOW3BOAUTE MOBTOPHYH 06paboTKy
HacafoK OTZeNbHO Apyr OT fpyra.

Mpy paboTe C PexyLwuM WHCTPYMEHTOM cnedyeT MposBAATb 0CO6YHO
OCTOPOXHOCTb BBMAY OMACHOCTW TPaBMUPOBAHWA W MH(ULMPOBaHUS Mpw
HanMuun  3arpsasHeHUn  Ha WHCTpyMeHTe. MeauLMHCKWIA  nepcoHan,
paboTaloWmii ¢ YCTPOMCTBOM U BbLIMOMHAKWMA €ro 04YUCTKY, [O/MKEH
NPUHATL Hagnexallne Mepbl N0 TexHuKe 6GesonacHocTw. [lpefenbHO
OCTOPOXHO 06paLLaiiTeCh C MHCTPYMEHTaMU, UMEIOLLMMIN OCTPble KPOMKU U
HaKOHEYHWKM.

1 MpuroToBbTe MArKWA pacTBop (ypoBeHb pH 6-9) ¢ hepMeHTaTUBHbIM

MOKOLWMM  CPeaCTBOM* B COOTBETCTBUM  CO  CReLu(UKaLMAMY
npoussoauTens.  [OMecTWTe Hacafiky TOPU3OHTANbHO B YWCTbIN
KOHTeliHep. HaneiiTe B KOHTEHep NPUrOTOBMEHHbLIA PacTBOP B TakoM

KOMNYeCTBe, YTOObI OH MepeKpbIn HacaaKy (Hacagkw).

2 [laiite Hacagke (Hacagkam) MpoOMUTaTbCsi (HEPMEHTATVBHbIM MOIOLLMM
pacTBopom B TeueHue 10 MUHYT npu Temnepatype 40°C.

3 B xofe 3TOi nmpoLeaypbl C MHCTPYMeHTa ByAyT yAaneHbl NATHa KPOBY, a
TaKXe ocTaTku 6enka u camsu.

Mcnonb3ys YACTYH LLETKY C MATKOW HeliNloHOBOM LUETUHOW, akKypaTHO
04UCTUTE BCE MOBEPXHOCTU HacafKu1, NPOAo/Kas fenartb 310 40 Tex nop,
noka He 6yayT yfa/eHbl BCE BUAUMbIE 3arpa3HeHNs.

MprMeYaHue: NponsseauTe TLIATENbHYIO OYMCTKY CNefytolmx feTanei
HacafioK: MoNOCTU W BHYTPEHHWIA KaHan;

TpygHO NOAJAIOLLMECA YACTKe [eTanun, HanpuMmep, pexxyLime KpoOMKY, 1 B
0CO6EHHOCTN HebObLLIME NMPOMEXYTKU MeXAy 3ybuamu nunbl

M3BneknTe Hacagky 13 (hepMeHTaTMBHOIO pacTBopa.

4 TwatenbHO MPOMONTe MOA CTPyell BOAOMPOBOAHOA BOAbI M OYUCTUTE
HacafKy OT 3arps3HeHWii, WUCMonb3ys LWETKYy C MAMKOW HeiinoHoBOM
LweThHo. [MoBTOpAKTe 3Ty npouedypy A0 Tex Mop, noka He 6ygyT
yAaneHbl BCe BUAUMbIE 3arpASHEHUS.

5 HabepuTe B 0AHOPAa30BbIN LWNPUL, (hePMEHTATVUBHbIV MOIOLLMIA pacTBOp W
pacnbinMTe ero B TPYAHOLOCTYMHble y4yacTKM  (MONOCTWU/KaHIONM)
MosTOpuTE 3Ty npoueAypy Tpu pasa [ TOro, 4T06bl MOMHOCTbIO
Y[anuUThb BCe 3arpA3HeHNs Ha BHYTPEHHe NoBEPXHOCTM NOMOCTK.

6 MpoMoiiTe BHYTPEHHUIA KaHal Hacafku [AUCTUANMPOBAHHON BOLOWA,
HarHetas ee nog AasneHvemM 3,8 6ap B TeyeHVe Kak MUHUMYM 10 cekyHg,
4TO6bI YAAUTL BCE OCTABLUMECA 3arps3HEHUs.

YnbTpa3ByKoBas BaHHa

7 MpuroToBbTE MATKWIA pacTBop (YpoBeHb pH 6-9) ¢ hepMeHTaTVBHbLIM
MOIOLWMM  CPefCcTBOM* B COOTBETCTBMM  CO  CrneumduKaluamm
npon3BoauTenNs.

8 MNomecTnTe Hacagky (Hacagku) B
HepXXaBetoLLelt CTann ¢ ceTHaTbiM JHOM.
MomecTnTe NIOTOK B YNbTPa3BYKOBYD BaHHY W YybeauTechb, 4TO
MHCTPYMEHTbI MOrpYy>KeHbl B pacTBOp B BaHHe npu 40 °C. BbinonHsiite
YNbTPa3BYKOBYIO 06paboTKy B TeUeHMe KaK MUHUMYM 10 MUAHYT.
W3BnekuTe HacagKy W3 YNbTPa3BYKOBOW BaHHbl W MpOMONTE ee

MHCprMeHTaJ'IbeIVI NOTOK U3

He wucnonb3yiiTe Hacagkm co cnegamun® Lgp3T!
pXaBuuHbl. Takue Hacagku MOryT cnomMarbca B npouc/”?
akcnnyatauun. Ecnm  Bbl 06HApYXWnu NOBPEXAEHUS WM
yXyaLeHne paboumx XapaKTepucTMK HacadKu, Takyr Hacagky
cneayeT 3aMeHUTb Ha HOBYHO.

MPUMEYAHWE; ecnn Hacagka pfecopmmpoBaHa, paboTa
YCTPOWCTBA MOXeET MpPeKpaTUTbCs, W Ha [UCniee MOXET
NOSBUTLCS COOTBETCTBYIOLLEe COOBLLEHNE.

2 Mpexpae yeM npucTynatb K fevebHoi npouesype, ybeanTecs,
yTOo BblbpaHHas Hacagka Hagnexawmm o6paszom
3ahMKcMpoBaHa Ha HakoHeuHuke. Ona dwmkcaumm Hacagku Ha
HaKOHeYHVKe UCMOoNb3yliTe AMHAMOMETPUYECKUIA KIHOY.

3 3anpeLyaeTca M3MeHATb (OPMY Hacagku KakuM 6bl TO HU 6bIno
cnoco6om. Ecnm nonbITatbes COrHYTb UKW NPUNOAHATb KOHUMK
HacafiKm pblyarom, OHa MOXeT TpecHyTb. 3anpeLuaercs
Mcnonb30BaTh AehOPMMPOBaHHbIE HacafKuW KakvMm 6bl TO HU
6b1710 cnocobom.

4 Hacafka MOXeT ciomaTbCa BO BPeMs aKcnyaTauum.

5 3ameHaiiTe  HacagKy  (Hacafku)  WUCKMOYMTENbHO  Ha
opuruHanbHble Hacagku Mbe3ocepmxkepn  (Piezosiugery®).
Vicnonb3oBaHMe HeopuUrMHanbHbIX Hacafok [Mbesocepakepn
(Piezosurgery®) BneyeT 3a C060/ aHHYNMpPOBaHWe rapaHTUM Ha

ycTpolicTBO. HwKorga He uMCMonb3yiiTe HeopuUruMHaNbHbIE
Hacagku Mbe3socepaxepmn (PiezosLumger\'®)! Mpn
HecobnofeHUN  3Toro  TpebGoBaHMA  Balle  YCTPOMCTBO

Mbesocepaxepn (Piezosjrgery®) MoOXeT ObITb MOBPEXAEHO,
4YTO MOXeT MPUYMHUTL TPaBMy BaM WM BalUMM MNauyieHTam
Mpun MCMONb30BaHNA HEopUrHa/bHbIX HacafloK
Mbesocepmpxepn (Piezosurgery®) noBpexaaeTcs pesbboBas
LWNWIbKa HaKOHeYHWKA, B pesy/bTaTe Yero KpersieHue
OpUrMHa/IbHbIX HacafoK Ha HaKOHEYHWKe ocnabeBaeT.

6 He npunaraitiTe upesMepHbIX Yycunumii K Hacagke! [pu
Heco6/1oAeHNN 3TOro TpeboBaHUS HacafKa MOXET TPeCHyTb,
YTO MOXET NPUUNHWUTL TpaBMy BaM WM BaLLMM MaLmeHTam

7 MNposepbTe pe3bb0Bble feTaNM HacafKu M HaKOHeYHMKa. ITu
feTanu fo/mKHbl 6bITb UNCTbIMM

8 Ecnv Ha MOKPbITUM U3 HUTPUAA TUTaHa NOABASAIOTCA BUAUMbIE
crnefbl M3HOCA, HacafKy clieflyeT He3amef/IMTeNbHO 3aMeHUTb
Ha HOBY!HO.

Mpn UCNoNb30BaHMMN CUIbHO U3HOLLIEHHbIX HacafoK yXy/ALlatoTcs

paboune XapakKTepUCTUKN pPesaHus.

1, BHMMaHue! MegnumnHCcKme 0Txoapl

B cnyvae wn3Hoca WM MOBpexfeHUs Hacagky —(Hacagku)

Heo6X04MMO YTUAN3NPOBATL KaK MeaULMHCKME 0TXO0/bI.



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

OUCTUNNPOBAHHOI XONOAHONM BOJON.

11 OuncTUTE BHYTPEHHUE U HapyXHble MOBEPXHOCTM Hacagku OT
3arpsisHEHUA MpU  MOMOLUM  YMCTOM MSAFKOM LUETKU C  HENOHOBOIA
LLeTMHOW, NOAeTaBMB HacafKy nof CTPYl NPOTOYHON BOAbl. MpomoiiTe
HacagKy AUCTUNNMPOBaHHO BOAOW

12 MpomoiiTe BHYTPEHHWIA KaHan Hacafku [AUCTUNNNPOBAHHON BOLOWA,
HarHeTas ee noj AasneHnem 3,8 6ap B TeyeHWe Kak MUHUMYM 10 eekyHS,
4TO6b! YAANWUTbL BCE OCTaBLLMECS 3arpA3HeHNS

I. OcTopoxHo! TMpexzae Yem 3anycKaTb LKA CTEPUIM3ALMM, Y6eauTech,

4TO Hacafka abCcoMOTHO Cyxas, B TOM yucnie, U3HYTpU. YpanuTe Bnary u3

BHYTPEHHeli M0oMoeTn, UCMONb3ys OT(HNUNLTPOBaHHbIN CXaTbll BO3AYX. 3TO

NOMOXET 136eXaTb NOABMEHNA NATEH UKW [Ae(EKTOB Ha MOBEPXHOCTU WK

BHYTPEHHEr0 OKUC/IEHUs HacafiKul.

1, BHumaHve! KoHTponb nepen cTepunusauueir. Mepen cTepunusauueis

npoBepbTe BCE MWHCTPYMeHTbl. B Lenom, 6yaeT [OCTaTOYHO NPOBECTYU

BM3ya/lbHbI/i OCMOTP B YCMOBMAX XOPOLLEr0 OCBeLieHUs 6e3 npuMeHeHus

YBENNUUTENbHLIX NPU6opoB  Bce feTann WMHCTPYMEHTOB HEo6X0fMMO

NpoBepUTb Ha MNPeAMeT HaiuuMs BUAWMBIX 3arpASHEHWA W/unn enefos

Kopposun [poBepbTe BU3yaslbHO BCE WMHCTPYMEHTLE Ha npegmMeT Hanuums

MOBPEXAEHWUI NN NPU3HAKOB M3HOCA.

Oco60e BHMMaHWe 06paTUTE Ha crefytoLlee:

MecTa CKOMMIeHWs 3arpasHeHNii, Hanpymep, NonocTu, pe3bboBble fAeTan -
nasbl, yrnybneHus (0TBepCTWSA, KaHiOM) - 6GOKOBble MOBEPXHOCTM
3y6L,0B HacafKu - OCTpble PeXYLLMe KPOMKU
Oc06eHHO TLLATeNbHO MPOBEPbTE Kpas Ha MpeAMeT HaMuua 60NbLLKX
BMSATWH, LapanuH, 3a3y6puH Wan apyrux noepexaeHuii MoBepxHOCTb
KpaeB [j0/MKHa ObITb POBHO, 6€3 3a3y6pyH.

Ecnu 3arpsasHeHus Bce elle 06Hapy>XXUBatOTCA MpU BU3YanbHOM OCMOTpE,
NnoBTOPUTE MNpPOLEAYPY OYMCTKM W MOBTOPHO MPOBEPbTE HAacafku Ha
Hannuve 3arpsasHeHuin. Y6epuTe NoBpeXAeHHblE MHCTPYMEHTBI.

YnakoBKa

CTepunusauma HacafKM  MOXeT  OCYLLEeeTBAATLCA  MpU  MOMOLLY

CTaHAapTHOro  OfiHOPa30BOro naketa napoBoii cTepunmnsaumm

COOTBETCTBYHOLLIEr0 pasMepa 41 UCMo/b30BaHUA B MEAULIMHCKUX LieNX.

. OcTopoxHO! Kaxablii WHCTPYMEHT Heo6XOAWMO  ynakosaTb B

VHANBUAYAIbHYIO YNaKOBKY.

OcTOpoXHO! Y6eanTech, 4TO BHYTPEHHWIA NakeT ABNAETCA [OCTATOYHO
60/bLINM /11 XPaHEHUS WHCTPYMEHTa, WHCTPYMEHT He pacTArmMsaeT LUBbI
YNaKoBKM U He BO3HWKAET PUCK ee pa3pbisa.

Crepunusaums - O6Lime ceefeHus - MeTog cTepumsauum

Crepunusaums [O/KHa BbINOMHATLCA WUCK/IOYATENIBHO B aBTOKNaBe Mo

TEXHOMOTUM NpeABaKyYMHOI NapoBoii cTepunnsauuy. MapameTpbl NapoBoi

cTepunmsauum 6b1n npoBepeHb! KoMMaHwelt «MeKTpoH

C.n.A»(MectronS.p.A.) ond  OOCTVXEHWs  YpOBHA  obeeneyeHms

cTepunbHocTn 10-6 (SAL).

OcTopoXHo! Ecnm  nmpouesypa cTepunusauuyu  cpasy  HECKONbKUX

WHCTPYMEHTOB BK/IHOYaeT B CebA TOMbKO OAVH LMK aBTOK/IaBMpPOBaHUA,

ybeanTech, YTO MaKCHMasbHas Harpyska Ha aBTOK/1aB He NpeBsblLLeHa.

. BHumaHue! Puck 3arpssHeHus. He WCnonb3yiiTe CTepuin3aTop

rpaBUTaUMOHHOTO TWna [S1s CTepunamsaumm  Hacafok. Paboumii  uykn

cTepunu3aTopa rpaBMTaLMOHHOrO TuMa He 06ecneymBaeT Haf/iexalleit

CTEPUNN3aLMN BHYTPEHHEro KaHana, MonocTed, nasos, YrnaybneHwin wn

NpOYnX OTBEPCTMIA Ha HacafKe.
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L BHumaHue! Ons cTepunu3aumy Hacafjok MCNONb3yiTe WCKMIOUUTENbHO
npefBaKkyyMHbIi aBTOKNaB

KaTeropuyeckm 3anpeLuaeTcs MCnonb3oBaTb  Apyrve  Crocoosl
CTepunM3auMM  U3-3a  BO3MOXHOW  HECOBMECTMMOCTM  Hacafjok ¢
maTepmanamu Spyrmx yCTpoicTs ANs CTepuansaLmm.

HE WCMNOJIb3YWTE cnepytoLe MeToAs! CTEPUAN3aLMN: CTEPUN3ALMA
3TUNEHOKCUAOM. CyXO0XapHas CTepunam3auus, CKOpoCTHas CTepunusauus B
aBTOKnaee, ctepunusaums «CTEPPAL» (STERRAD), cuctembl «<CTEPAC»
(STERIS) nnu aHanornyHble cuctembl ctepunusauuun. 3AMPELLAETCHA
CTepUnM3aums € WCMOMb30OBAHMEM  CNEAYIOWNX  WHCTPYMEHTOB WK
XUMUYECKUX ~ BELLECTB: MepeKncb BOAOPOAA, CUCTEMA  HafyKCYCHOW

KUCNOTHI, cTepunusauus (hopManbaernaom, cTepun3aums
rAyTapanbAeruiom WM aHalorvuHble  CPeAcTBA WM CUCTEMb
CTepuAn3aLmu.

MuHUManbHble pPeKOMeHAyeMble NapameTpbl MapoBOl cTepuansaumn Ans
LOCTUXKEHMSA YPOBHS obecneyeHns ctepunbHocTn 10-6 (SAL)

? BHumaHMe! 3TM napameTpbl MapoBOi CTepuaM3auuW, MPOBEPEHHbIE
He3aBNCMMOI nabopaTopueil, OTHOCATCA WCKMIOUMTENbHO K paboyemy
unkny crepunmsauum B8 TPEABAKYYMHOM aBTOKMaBe. [lapameTpbl
cTepunmsauum

Tun ynkna: NMPEABAKYYMHbIW (3 npegsakyyMHble thasbl - 60 M6ap)

- MuHumanbHaa Temnepatypa: 132 °C (270 ®F).

- NasneHue: 2,9 6ap (42 (yHT/KB Atoiim).

- MyHVManbHas NPOAC/HKUTENBHOCTb LKA CTepunsaumm (B ynakoske) 4
MWUHYTbI

- MuHMManbHoe Bpems CyLLKK 20 MUHYT.

1. OcTopoxxHO! TemnepaTypa He LO/MKHa bbITb Bbille 135 "C.
CTepunusaumsa Ha BCex 3Tanax [O/KHa OCYLLECTBAATLCA OrepaTtopom B
COOTBETCTBUM C TpeboBaHUAMU cTaHAapToB EN 1SO 17665-1:2007, EN 1SO
556-1:2002 1 ANSL/AAMI:46:2002. BaxHas WHGpopMauus no TeXHWKe
6esonacHocTu npu paboTe ¢ HacafKamu. BHumaHue! ospexaeHne 1 nsHoc
HacafjoK.

B peakux cny4asx BbICOKOYACTOTHble KOfebaHMs M M3HOC MOryT CTaTb
MPUYMHON NOBPEXAeHUs Hacadok. 3anpeLuaeTcs crmbatb, N3MEHATb hopMy
Hacaflok W npuaasaTb UM HOBYIO (DOPMY KakuMm 6bl TO HU 6bIIo
crnocobom. Ecin nonbITaTeCA COMHYTb WM MPUMOAHATL KOHUMK HacafKu
pblyaroM, OHa MOXeT TPecHyTb Hacafku, KoTopble ObliM MOBPEXAeHbI
TakMM crnocobom, 1Cronb30BaTh 3anpeLaetca. Ecnn Hacafka cnomanack BO
BpemMs onepauun, HeobxoAumo C 0Co60l TLIaTeNbHOCTbIO cobpaTb Bce
06/10MKW HacafKkvt v YfanuTb KX U3 30Hbl XUPYPrMYecKoro BMeLLaTe/bCTBa.
Mpy NpoBeAEHNN XMPYPrUYECKMX Onepaumii B YentocTHO-11LLeBON 06nacTu
nonpocuTe nauueHTa [AblllaTb Yepe3 HOC BO BPEMS JIEYEHWS, WU e
ucnonb3yiiTe  Kodipepaam,  UTOGbl  NPeAOTBPaTUTb  MPOr/aTbiBaHKe
naLuneHToOM (hparMeHTOB COMaHHbIX HAaCcaoK.

BHumaHue!

Hacagka  fBnsieTcA  pacxoAHbiM  MaTepuanom.  [lepes  Kaxpoi
XUPYPruyeckoi onepauueid M BO Bpems Hee TLIaTeNbHO NpoBepAiTe
COCTOSIHME Hacafku. Hacafka He JO/MKHA OblTb MOBPEXJeHa WU UMETb
3HaumMTeNbHbI U3HOC.
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Howmep chaiina: 23344

HOTAPWAJNIBHOE 3ABEPEHME NMNOAMNCHK
NTANBAHCKAA PECNYB/NNKA

A, Hwkenoanucaswwuiics, ®egepuko KATTAHEW (Federico
CATTANEL), HoTapuyc, npoxwusatowmii B eHye (Genova),
3aperncTpupoBaHHbI UneH PeecTpa HOTapuycoB MO OKpyram
FeHys u Kbasapu (Chiavari), B oTCyTCTBMM XopaaTaiicTBa O
npucyTCTBMM  OUUMaNnbHbIX  CBMAETENeid  mojnucaHus
[OKYMEHTa, HacTOALMM YAOCTOBEpAlo, 4TO r-H ®depHaHao
BbAHKETTW (Fernando BIANCHETTI), poxaeHHbIA 23
tespans 1953 roga B KbfaBapu (CeHys), NOCTOAHHO
npoxuBatowmii no agpecy: Kapacko (FeHys), Bua flopeto 15A
(Carasco (GE) Via Loreto 15 A), BbiCTynatoLinii B KayecTse
Mpepacepatens CoBeTa AMPEKTOPOB W AECTBYIOLMIA OT UMEHN U
no nopy4eHnto komnaHun: "MekTpoH CMA" (MectronSPA), ¢
MecToHaxoXzeHnem no agpecy: Kapacko (CeHys), Bua Jlopeto
15/A, ¢ ycTaBHbIM KanuTanom B pasmepe 6 429 000,00 espo,
Hanorosblii kog 01126960101, perucTpauuOHHbIA HOMep B
Kommepueckom peectpe [eHyn REA 253624, nn4HOCTb,
[O/KHOCTb 1 NONHOMOUNA KOTOPOTO MHO, HOTapuycoM, Gbinn
yCTaHOBMIEHbl W MPOBEPEHbl,  MOANWUCAN  BbilleyKa3aHHbI
[OKYMEHT B MOEM NPUCYTCTBUM Ha M3BECTHOM MHE aHTIMIACKOM
Asbike no agpecy: Kbasapu (CeHys), Bua Pusapona 69/1
(Chiavari (GE), Via Rivarola 69/1) B8 11 yacos 00 MuHyT 16
nekabps 2015 roga.

MevaT: ®EAEPUKO KATTAHEW, HoTapuyc B MeHye

nognuch noanuchL
MeyaTb NOBTOPSETCS Ha 3TOV CTPaHMLE TPU Pasa.
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/Norotun/ MPOKYPATYPA UTANIbAHCKOM PECMYB/INKNA
CYJEBHAA 3KCMEPTU3A FTEHYWU

ANOCTUNb

(Faarckas KOHBEHLWA OT 5 okTA6ps 1961 r)

1- CtpaHa: UTANNA

HacTosAwuit ouumanbHblii JOKYMEHT
2 - 6bin nognucad PEAEPUKO KATTAHEW (CATTANEI FEDERICO)

3 - BbicTynawowum B kayectse HOTAPUYCA

4 - ckpenneH neyatbio/wTamnom ®EAEPUKO KATTAHEN (CATTANEI
FEDERICO), BbICTYMNAKLWWMM B KAYUECTBE HOTAPUYCA BTIEHYE
(GENOVA)

YOOCTOBEPEHO
5-B lenye (Genova) 6-4/1/2016

7 - NMpokypopom UTanbaHCKo pecny6auku, cynebHas akcnepTusa MeHym

8 - 3a Homepom_17 /CIV/ AP/2016

9 - Meuatb/wTamn 10. Moanuck
(MevaTb Hepa3bopumBo) /nognucs/

LLiTamn; /Hepas6opunso MPOKYPOP UTANbSAHCKOW PECMYB/IUKM *
A-p Omuano FaTTun (Emilio Gatti)/

Meyatb: /Hepa36opunso/
noBTOpsieTC 3 pasa Ha 3Toii CTpaHuLe



MepeBof [aHHOTO TeKCTa C aHrUACKOr0 U UTAaNbsSHCKOr0 $A3bIKOB Ha PYCCKUI A3bIK CAeNaH MHoii
nepesogumkom MamefosbiM Tumypom JI>KaBaHLLMOOBMYEMT-TBe*BaHNSA K TeKCTY nepesoga (MakcumMarsbliy
TOYHOCTb, PAMOTHOE U3N0XKEHUNE) MHEe pa3bACHeHbl.  JIM..y

L

"opog Mocksa.
lMepBoro .yapTa fBe ThiCAYM LLIECTHAALATOrO roga.

A, Aknmos ne6 Boprcosnd , HOTapuyc ropoga MockBbl CBUAETENLCTBYH NOAMMHHOCTb MOAMUCH, CAENaHHO"
nepesofunMkoM MamegosbiM TUMypoMm [>KaeaHLLPOBUYEM B MOEM NPUCY TCTBUW. JIMYHOCTb €roycTaHoBIeHa

3aperncTpupoBaHo B peecTpe 3a Ne ;
B3bickaHo no Tapudy 300 py6., u3 Hux 200 py6. n.T.p.

BceronplLLinHyposaHo, npoHymMepoBaHO 1 CKPenIeHo
neyaTbio(™) McT(0B)

HoTapuyc:
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