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INSTRUCTIONS FOR USE FOR SURGICAL INSTRUMENTS

The surgical instruments include drills, Reduction rings, Mucotome, Implant mounts, Bone mill, Fixation pins,
drivers and connectors, Bone crest leveler, bite gauge, Torque ratchet.

Catalogue numbers and device names are given in the commercial brochure.

MATERIALS

The instruments of the surgical kit are made of stainless steel AISI 303, AIS| 420B and AIS| 420F (according
to ASTM F899 standard), titanium grade 5 TiAl6V4 (according to ASTM F136 standard) and could be coated
with carbon based DLC coating.

INTENDED USE
Surgical instruments are intended for the creation of the implant site and for the insertion of the dental
implant.

INTENDED USERS
The surgical instruments are intended for use by qualified professional personnel (implantologist, dentist or
maxillofacial surgeons). Knowledge and training of dental guided surgery is necessary.

TARGET PATIENT POPULATION
Any adult patient who requires dental implant placement or removal.

DIRECTIONS FOR USE

The instruments must be used according to the specific drilling sequence, as planned.

The motor powered tools must be inserted in a dental handpiece with ISO 1797 connection and must be
constantly irrigated during use.

Each instrument should be used without exceeding the following, maximum, speeds:

- Fixation pin drills 1000 rpm
- Bone leveler, Start drill, Cylindrical and Conical bone mill 600 rpm
- Mucotome 100 rpm
- Calibrated drill 800 rpm
- Implant mount 20 rpm

Connection instruments such as the Torque Wrench Extensions, 4x4 Square connector and Implant mount
musn’t be stressed with a torque greater than 50 Ncm.

Connection devices such as the bone mill screw, and the implant mount must be used with the appropriate
implant.

The surgical instruments are designed to be reused, but only after having been cleaned, disinfected and
sterilized as per the procedure indicated in this document.

WARNINGS
. Universal Precautions should be observed by all clinic/hospital personnel that work with
contaminated or potentially contaminated medical devices. Caution should be exercised when
handling devices with sharp points or cutting edges.

The drills must be used ONLY in GUIDED SURGERY, for the reason that the length of the drills
is designed considering the presence and thickness of the surgical template.

The use, manipulation and clinical application of the surgical kit instruments must be performed
exclusively by qualified doctors, maxillofacial surgeons, dentists and implantologists, with the
necessary qualification according to the legislation in force in each Country.

Work with plenty of irrigation of physiological precooled solution to avoid overheating and
consequent bone necrosis and to maintain a perfect visibility of the operating field.

The surgical alveolus drilling system is sequential, and each drill has a laser mark of the drill
diameter.

It is recommended to use the drills on maximum 15 patients and to check thoroughly the cutting
part before every use. The use of worn-out drills could compromise the osseointegration process
of the implant. Damaged and worn devices must not be used and must be disposed of and
replaced.

The surgical instruments are supplied NON-STERILE and MUST BE STERILISED BEFORE
USE. Using or reusing a surgical instrument not adequately cleaned and sterilised exposes
doctors, operators and patients to serious risk of infection and cross-infection.

CLEANING AND STERILISATION

The entire instrumentation cleaning and sterilisation process must be carried out by qualified personnel under
the supervision of the implantologist, using autoclaves that are in perfect working order and periodically
serviced to ensure proper sterilisation.

Before first use and immediately after surgery, all steel and titanium instruments must be treated according to

the following validated procedure:

1) Pre-washing - a manual procedure using an enzymatic detergent designed to remove organic
contaminants from the medical device by chemical disintegration, while ensuring partial physical
elimination of microbial contamination:

a.

Immediately clean blood remains, secretions and bone particles from the surgical instrumentation
and surgical tray. It is necessary not to allow them to adhere in order to facilitate subsequent
cleaning. Remove instruments from the surgical tray and immerse them completely in a container
with a non-aggressive, non-corrosive cleaning solution (use a multi-enzyme detergent, i.e. a neutral
mixture of surfactants and protease, lipase and amylase enzymes. Avoid solutions containing
chlorine. Prepare the solution according to the detergent manufacturer's instructions) and let them
soak for the contact time specified by the detergent manufacturer in the technical data sheet, taking
care that they do not come into contact with each other.

Remove from the bath and brush thoroughly with a soft sponge to remove all visible dirt. Pay special
attention to the sharp edges of surgical burs to avoid small wounds.

Thoroughly rinse all the material with running water for at least 3 minutes, moving the devices
slightly to allow the water to reach the entire surface, to remove any detergent residue.

Dry summarily with absorbent paper.

2) Washing - manual procedure required to complete the removal of organic contaminants:

a.

Prepare the solution using a multi-enzyme detergent (neutral mixture of surfactants and protease,
lipase, amylase enzymes) following the detergent manufacturer's instructions.

Fill the ultrasonic tank with the detergent solution and activate the degassing phase as indicated in
the equipment instructions (this phase is important in order to release the gas bubbles in the solution
that could affect the cleaning action of the ultrasound).

At the end of the degassing phase, place the pre-washed devices in the ultrasonic tank, placing
them in a special basket, completely submerged in the cleaning solution. Set the working
temperature (25°C) and when it is reached, activate the ultrasound (power 45 kHz). Place the
devices individually in the bath to prevent them from being damaged by contact with each other.



d. Leave the devices submerged for the contact time specified by the detergent manufacturer in the
data sheet.

e. Atthe end of the immersion time, remove the devices from the bath and brush them thoroughly with
a soft sponge to remove all visible dirt.

f.  Rinse all the equipment again for at least one minute under cold running water (6°C - 12°C), moving
it gently to allow the water to reach the entire surface to remove any detergent residue.

g. Afterwards, summarily dry the devices with a sterile cloth.

3) Disinfection - manual procedure required to break down the microbial load remaining on the devices:

a. Transfer the devices washed and dried as specified above to a clean basin and immerse them in a
ready-to-use, low residual alcohol-based disinfectant solution (70% alcohol) for a minimum contact
time taken from the disinfectant data sheet.

b. After the contact time has elapsed, remove each device and dry it with a sterile cloth.

4) Sterilisation - a process conducted in an autoclave to render devices sterile:
All new instrumentation in the system is supplied non-sterile and must be removed from its original
packaging for cleaning, disinfection and sterilisation prior to first use.
At the end of cleaning and disinfection the instrumentation must be sterilised.
a. If you choose to sterilise the instrumentation inside the surgical box provided by the manufacturer:
i. Place all instrumentation cleaned as indicated above in the surgical tray inside the surgical box.

ii. Wrap the surgical box in a double bag for autoclaving.

iii. Steam autoclave (minimum 20 minutes at a temperature between 132 and 135°C). At the end
of the sterilisation process, check that the process parameters supplied by the autoclave
comply with the parameters required in this document.

iv. Do not remove the surgical box from the autoclave until the end of the drying cycle.

b. If you choose to sterilise the instruments individually
i. Place the cleaned instrument as indicated above in a double bag for sterilisation in autoclave.

ii. Sterilise in steam autoclave (minimum 20 minutes at a temperature between 132 and 135°C).
At the end of the sterilisation process, check that the process parameters supplied by the
autoclave comply with the parameters required in this document.

CAUTION

« The sterilization cycles lead to a progressive deterioration of the surgical instruments, so it is necessary to
periodically overhaul all the instruments to check their perfect state (including unused instruments).

« Be sure to disassemble the torque wrench and ratchets correctly and clean before sterilising them once the
surgery is complete.

« Check, before each use, the proper functioning of each instrument that must be used, replacing all the
instruments that are in a bad condition.

The instruments must be disinfected before their disposal.

« Follow the manufacturer’s instructions regarding cleaning, maintenance and sterilisation of the instruments.
« Do not remove the surgical box from the autoclave until the drying cycle is complete.

CAUTION READ THE SPECIFIC IMPLANT-PROSTHETIC LOADING PROTOCOL CAREFULLY BEFORE
USING THE PRODUCT
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