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Dental Implant Surgical Instruments English

Description

Bicon Dental Implant Surgical Instruments includes instrumentation used for dental implant surgery, including abutment
forceps, bone expanders, bone graft instrumentation, chisels, crown alignment devices, curettes, gauges, guide pins, healing
plug removal instrumentation, inserters/retrievers, latch instruments, osteotomes, paralleling pins, periotomes, reamers /
formers, removal wrenches, seating tips, threaded components, tissue punches, and trays. These instruments are reusable
surgical instruments intended to be cleaned, inspected, and sterilized prior to each use.

Intended Use

Bicon Dental Implant Surgical Instruments are intended for use by trained dental or medical professionals during dental
implant surgery, laboratory, or restorative procedures. The devices are supplied non-sterile and are intended to be reused
after cleaning and sterilization in accordance with the instructions provided in this document.

Reusability of Instruments

The abutment forceps, bone expanders, bone graft instrumentation, chisels, crown alignment devices, curettes, gauges, guide
pins, healing plug removal instrumentation, inserters/retrievers, latch instruments, osteotomes, paralleling pins, periotomes,
reamers / formers, removal wrenches, seating tips, threaded components, tissue punches, and trays are reusable surgical
instruments.

The devices are supplied non-sterile and must be cleaned, inspected, and sterilized before first use and before each
subsequent use in accordance with the reprocessing instructions provided in this document. Surgical instruments and
instrument trays are susceptible to damage from prolonged use, and through misuse or rough handling. Care must be taken
to avoid compromising performance and safety. With proper care, handling, and reprocessing, the instruments may be reused
multiple times. Latch instruments and reusable instruments are capable of being re-sterilized multiple times and may be used
at least 20 times provided that the instrument passes inspection prior to reuse and shows no signs of damage, wear, or loss of
function.

To minimize damage, the following practices should be followed:
¢ Inspect the instrument tray and instruments for damage when purchased and after each use and cleaning.
Incompletely cleaned instruments should be re-cleaned.
Instruments that show signs of damage, wear, corrosion, or malfunction must be removed from service.
Only use an instrument for its intended purpose.
When handling sharp instruments, use extreme caution to avoid injury.
Follow appropriate infection control procedures for all levels of direct instrument contact.
Avoid dropping, bending, or applying excessive force to the instruments.
Store instruments in a clean, dry environment when not in use.

Do not reuse the device if any of the following conditions are observed:
e Bent, distorted, or damaged tips

Worn or dull cutting edges

Cracks, fractures, or deformation

Corrosion, discoloration, or surface damage

Loose or separated components

lllegible or missing markings

Any condition that may affect performance or safety

Damaged instruments must be removed from service and properly disposed of. Only the cleaning and sterilization methods
described in this document have been validated for reuse of these instruments. Failure to follow these instructions may result
in inadequate sterilization, device failure, or risk of injury to the patient or user.

Contraindications
Bicon Dental Implant Surgical Instruments should not be used for individuals with known allergic sensitivity to stainless steel or
titanium aluminum vanadium alloy (Ti6AI4V) as it may cause hypersensitivity.
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Warnings and Precautions

e The device is to be used on the instruction of, or by a dental or medical practitioner.

o When handling sharp instruments use extreme caution to avoid injury.

o Always inspect the device before use for worn cutting edges as bent or damaged instruments could cause device failure
and result in patient or user injury.

e Proper irrigation is required when using instruments at high speed (75+ RPM); undesirable heat may be generated which
can cause patient discomfort, tooth or tissue necrosis, or patient burns.

e Unless otherwise indicated, instrument sets are NOT sterile and must be sterilized prior to use.

e Do not use any other method of cleaning or sterilization, such as automated cleaning methods, other than the manual
method listed in this instruction or solutions such as hydrogen peroxide, bleach, or alcohol, as this may damage the device
and cause premature failure.

e Any serious incident that has occurred in relation to the device should be reported to the manufacturer and the competent
authority of the Member State in which the user and/or patient is established, if applicable.

Residual Risks and Undesirable Effects

Residual risks and undesirable effects include adverse reaction to materials the instruments are made from, infection from a
contaminated instrument, instrument breakage during use, or injury due to improper handling or reuse of damaged
instruments.

General Instructions

Clean and sterilize non-sterile instruments in accordance with the instructions prior to first use and prior to each reuse. When
inserting latch instruments into a handpiece, check to make sure that the instrument is fully seated prior to operation; damage
to the instrument or to the handpiece may result from instruments not engaged fully. Usage is dependent on the surgical
necessities; consult the surgical manual for proper instrument speeds if applicable. Typically, Bicon instruments, including
reamers, are run at low speeds (50 RPM), or operated by hand.

Cleaning and Sterilization

1. Disassembly — The majority of surgical instruments are simply constructed and will not require disassembly. However,
some of the more complex instruments are made of several components and these should be disassembled into their
individual parts prior to cleaning or decontamination.

2. Removal of Gross Contamination — The effectiveness of subsequent decontamination processes depends on prior
removal of gross soil as it may be impaired by dried or coagulated protein. Clean instruments as soon as possible after use.
Pre-soak instruments in an enzymatic detergent immediately after the surgical procedure for a minimum of 20 minutes.
Reamers and other small parts should soak separately from the surgical kit. Ensure contact of the detergent with all
instrument surfaces, taking special care with lumens, blind holes, or cannulas. Surgical instruments and kit should then be
cleaned manually with a soft brush to remove all debris. To thoroughly clean instruments with multiple parts, separate into
individual components. Lumens, blind holes, and cannulas should be cleaned using a snug-fitting soft brush with a twisting
motion while pushing in and out multiple times. Rinse in tap water for a minimum of one minute. Thoroughly flush lumens,
blind holes, and cannulas and other difficult areas.

3. Clean Ultrasonically — Clean instruments and kit in an ultrasonic machine filled with an anti-corrosive enzymatic detergent
for a minimum of 10 minutes. Make sure all surfaces of the instrument are contacting the detergent. Compatible detergents
and rinse aids may be used as recommended by the manufacturer of the ultrasonic unit, but these should be of neutral or near
neutral pH. Excessively acidic or alkaline solutions may corrode instruments or instrument trays. Remove the instruments
from the ultrasonic machine and rinse with purified water for a minimum of one minute or until there is no sign of residue
detergent or debris. Make sure all areas of the instrument are rinsed.

4. Dry and Reassemble — Dry instruments with a clean, absorbent non-shedding lint-free cloth. Clean, filtered compressed
air may be used to dry difficult to reach areas such as lumens, blind holes, or cannulas. Visually inspect the instruments for
damage or wear that would prevent proper operation. This includes if the instrument is broken, has worn edges, shows signs
of corrosion, or reference markings are illegible. If the testing is acceptable, place all instruments and small parts back into the
surgical kit, if applicable. Place an autoclave indicator strip in the kit. Close the kit.

5. Sterilization — Double wrap instrument kit with autoclave paper wrap and seal with autoclave indicator tape. Individual
instruments may be packaged in an approved medical grade sterilization pouch (Class 4) or wrap. Sterilize in a pre-vacuum
autoclave for a minimum of 8 minutes at 273°F (134°C) using moist heat/steam. Run the autoclave dry cycle for a minimum of
30 minutes.

It is the duty of users to validate their own process in the event that they are unable to follow these instructions to ensure that
their reprocessing processes are capable of reaching the required results, following any applicable national standards and
guidelines.
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Storage

Instruments trays that have been processed and wrapped to maintain sterility should be stored in a manner to avoid extremes
in temperature and moisture. Care must be exercised in handling of wrapped trays to prevent damage to the sterile barrier.
The health care facility should establish a shelf life for wrapped instrument trays, based upon the type of sterile wrap used and
the recommendations of the sterile wrap manufacturer. The user must be aware that maintenance of sterility is event-related
and that the probability of occurrence of a contaminating event increases over time and with handling, whether woven or non-
woven materials, pouches, or container systems are used as the packaging method.
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