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INSTRUCTIONS FOR USE FOR TRI HAWK CARBIDE DENTAL BUR

Manufacturer EU Authorized representative US Authorized Representative
Xenopus Inc. “ Tri Hawk SA [ Ec [ReP] Tri Hawk International Corp.
2 Prospect Rd., Morrisburg 6 rue Beck 150 Highland Rd
Ontario, Canada KOC 1X0 L-1222 Luxembourg, Luxembourg  Massena NY 13662
Phone +1-613-543-0352 Phone: +352 20 99 23 28 Phone: +1 315-764-7664
Email: dentalinfo@trihawk.com Fax: +352 20 99 23 29 Email: dentalinfo@trihawk.com
Website: www.trihawk.com Email: euinfo@trihawk.com
Symbols
® Dﬂ MD c €0297
Inqicates E? medical Indicates the need for Indicates the item is a )
device that is intended the user to consult the European conformity

. . . medical device.
for one single use only. instructions for use.

Note: It remains the responsibility of the facility and the trained personnel to ensure that these
processes are performed using the appropriate equipment, materials and personnel. These processes
may require continuous validation and monitoring to ensure required results are achieved.

General description
The medical device family Tri Hawk Carbide Dental Bur is composed of:

1. Shank: cut and shaped from high carbon tool steel wire. It fits in handpiece, accepts the rotary motion
and provides a bearing surface to control the alignment and concentricity of the instrument. Design
and dimensions vary with the hand piece.

According to ADA sp. No. 23, there are 5 classes of shanks of which 3 are most commonly used:
A. the straight hand piece shank;
B. the latch type contra angle handpiece shank;
C. the friction grip contra angle hand piece shank.

2. Neck: It is intermediate portion that connects head with the shank. It transmits rotational and
translational forces to the head. It tapers from a large cross-section(shank) to a smaller diameter
immediately adjacent to the head. This improves access and visibility.

3. Head: is the working part of the instrument, the cutting edges or points that perform the desired
shaping of the tooth structure. Its shape and material are closely related to its applications and
technique of use.

Overall length +£0.5mm
Head length (mm) Short Regular Extra long
<55 16.5 19 25
55<x<8 18.5 21 27
8<x<9 19.5 22 28
9<x<10 215 24 30

Intended purpose

The medical device family Tri Hawk Carbide Dental Bur is a single use dental rotary instrument. The dental
rotary instrument is intended for dental applications in dental clinics and hospitals by licensed dentist. These
rotary instruments are intended for a wide variety of restorative procedures including but not limited to: removal
of caries or old restorations, preparation of cavities for restoration, finishing of restorations, interproximal
reduction (IPR), removal of crowns, orthodontic device procedure and any other dental operation. It can be
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used to cut or polish a wide variety of dental materials, including tooth material such as enamel, dentine and
bone, as well as, dental materials such as amalgam, composite, glass cements, polymer and ceramic veneers
and various alloys.

The type and model to be used in a specific application is left to the decision of the physician.

Intended population and medical conditions

Except in cases of prohibition expressed by the attending dentist or dental technician during visit, there are no
restrictions in terms of gender and age to the use of the Tri Hawk Carbide Dental Bur. If the device is to be
used on children, elderly or handicapped patients, there are no foreseeable additional risks as there are no
detachable or easily damaged parts.

Intended users and use environment
The medical device family Tri Hawk Carbide Dental Bur is intended to be used by dentists and dental
technicians in medical clinics and hospitals.

Clinical benefit

The use of the medical device family Tri Hawk Carbide Dental Bur allows for precise and effective dental
treatment, ensuring dental restoration in order to reduce or eliminate toothache and to recover the optimal
tooth structure and conditions.

Contraindications and side effects
No contraindications or side effects directly attributed to the use of the Tri Hawk Carbide Dental Bur
medical device family are expected.

Operative instructions
1. Before first use:

a. Inspection before preparation: The medical device family Tri Hawk Carbide Dental Bur is supplied in
a non-sterile condition. Visually inspect the burs before packaging for sterilization.

b. Cleaning: Follow the ultrasonic washer-disinfector machine manufacturer’s instructions to clean the
burs. Only pH-neutral or mildly alkaline enzymatic detergents specifically designed for medical
instruments, including dental burs, and compatible with ultrasonic cleaning should be used. Avoid
using cleaning agents containing chlorine or chloride, as these can be corrosive to stainless steel.
Follow the cleaning agent manufacturers' instructions for correct concentration, exposure time,
temperature, and water quality. Place burs in appropriate bur holders or cassettes within the ultrasonic
bath to prevent them from touching each other. Do not overload the ultrasonic washer-disinfector
machine, refere to the washer-disinfector machine manufacturer’s instructions. Clean the devices for
a holding time not less than 10 minutes.

c. Rinsing: After the automated cleaning cycle, burs must be thoroughly rinsed with distilled or deionized
water to remove all traces of the cleaning agents.

d. Drying: Burs must be completely dried after cleaning and rinsing to prevent corrosion and maintain
their integrity. This can be done using medical-grade compressed air or a drying cycle within the
washer-disinfector, ensuring the drying temperature does not exceed the manufacturer's
recommendations (typically around 140°C).

e. Inspection after cleaning: Carefully inspect each bur after ultrasonic cleaning and drying to ensure all
visible debris has been removed. If debris remains, the cleaning cycle may need to be repeated or
adjusted. Damaged or corroded burs should be discarded.

f. Prepare burs for sterilization: Package the burs in containers dedicated for the selected autoclave
machine. The autoclave manufacturers’ instructions must be followed. Do not exceed the maximum
recommended load.

g. Sterilization before first use: Follow the autoclave manufacturer’s instructions to sterilize the burs. Use
distilled or deionized water. Do not use tap water. Autoclave the devices for a holding time not less
than six minutes at a temperature of between 130°C and 135°C. Other validated time/temperature
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regimes may be used. The holding time is the minimum time for which the minimum temperature is
sustained.

h. Drying: Run the instruments through a drying cycle, typically incorporated in the autoclave. Drying
heat must not exceed 140°C. Refer to the autoclave manual for cycles available and proper operation.

i. Inspection after sterilization: Carefully inspect each bur after sterilization and drying to ensure
sterilization. Damaged or corroded burs should be discarded

2. During use:

a. Burs are to be used in air powered turbine or electric contra-angle red ring 1:5 hand pieces at room

temperature.

Maintain handpieces in good working order and correctly lubricated.

Note: Before tightening the bur, ensure sure that your hand piece has been properly calibrated,
balanced and maintained.

d. Ensure that the bur is securely gripped in the handpiece collet.

Insert bur all the way to the end in hand piece chuck. Burs over 23mm (0.906 inches) in length should
only be used per hand piece manufacturer's instructions. Burs must be securely tightened in hand
piece chuck.

f. Do not use worn-out burs.

g. Do not apply excessive pressure on the bur. Forces should not exceed 2 Newtons (approx. 0.45
pounds force). Higher forces do not result in a quicker material removal, but increase the thermal load
on the tooth.

h. Avoid removing the bur at too sharp an angle to avoid leverage and breakage.

i.  Spray cooling with a minimum flow of 50 mI/min must be provided. Additional cooling is required if burs
longer than 21 mm or heads bigger than 2 mm are being used.

j.  The burs should be set to the working speed according to the table below. It should be set before
applying the bur to the object.

Guidance for maximum RPM

Instrument head Maximum permissible Recommended operational speed
diameter 1/10 mm speed (RPM) (RPM)
007 - 010 450,000 100,000 - 220,000
011-014 450,000 70,000 - 220,000
015-018 450,000 55,000 - 160,000
019 - 023 300,000 40,000 - 120,000
024 - 027 160,000 35,000 - 110,000
028 - 031 140,000 30,000 - 95,000

k. Dispose of used instruments after first use as per disposal instructions below.

Warnings

1. Use the bur ONCE and throw it away just as you would a needle or scalpel. All brands of burs are
compromised after the first use. Multiple usages and sterilization drastically reduce cutting
performance and greatly increase the likelihood of breakage/fracture for ALL burs.

2. The device is to be used only by a dentist or other licensed practitioner.

3. Do not use cleaning agents containing chlorine or chloride, as these can be corrosive to
stainless steel. Do not overload the ultrasonic washer-disinfector machine.

4. For sterilization and rinsing, use distilled or deionized water. Do not use tap water.

5. Pay attention when moving sterile devices, not to drop them, in case repeat sterilization process.

6. Do notuse chemical or dry heat to sterilize the Tri Hawk Carbide Dental Bur, as these processes have
not been validated for use. Use of these processes may be corrosive to the device and could result in
premature device failure.

7. Devices marked as single use are not intended to be used on more than one patient. Use on more
than one patient may lead to decreased cutting efficiency which could result in device failure or
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generation of undesirable heat and cause patient discomfort, tooth or tissue necrosis, or patient burns
and cross-contamination from the first patient to the next.

8. Move the bur continuously when in use to avoid localized heating and/or damage to the bur.

9. Do not exceed the maximum speeds defined in the instructions for use.

10. Do not spread into environment contaminated burs. After use they shall be disposed according to
facility’s operative instructions.

11. Do not extend bur from chuck.

12. Always wear gloves when handling contaminated instruments to avoid possible infection/cross-
contamination.

13. Eye protection must be worn to protect against ejected particles.

14. Surgical masks must be worn to avoid inhalation of aerosol or dust generated, that could cause
possible infection/cross-contamination.

15. Do not use worn-out burs or dull burs, they could cause undesirable heat or may cause the device to
fail.

16. Do not use bent burs, they could cause vibration that may cause patient discomfort or damage to the
preparation site.

17. Maintain handpieces in good working condition to ensure maximum effectiveness of the device.
Failure to properly maintain handpieces may lead to procedural delays or injury of the patient or user,
aspiration or swallowing of the device or damage to the preparation site due to vibration of a worn
chuck or turbine.

18. Ensure the bur is fully seated and securely gripped in the handpiece collet prior to use. Failure to do
so may cause the device to “walk out” of the handpiece and may lead to injury of the patient or user
or aspiration or swallowing of the device.

19. Do not apply excessive pressure on the bur.

20. Avoid removing the bur at too sharp an angle to avoid leverage and breakage.

21. Always inspect bur after sterilization. If a bur does not work properly, change bur and dispose correctly
of the defected bur.

22. Do not use the Tri Hawk Carbide Dental Bur for other purposes than that intended by the manufacturer
Xenopus Inc.

Storage

Tri Hawk Carbide Dental Bur should be stored in the dry sterilization container (bur stand or pouch) until
required. Storage should be in dry, clean conditions and at room temperature. Staining or corrosion may occur
if the burs are kept in a wet environment, therefore, to be avoided.

Transport

Tri Hawk Carbide Dental Bur are to be transported in their original (factory) packaging, placed in a sealable
plastic bag and then a bubble envelope. Burs must be transported between -38°C and 50°C. All shipments
must contain a copy of these instructions.

Disposal

Used burs should be considered to be contaminated and appropriate precautions should be taken when
handling and disposing of a used bur. Used burs must be discarded in a “sharps” container. Follow the
operative instruction of the facility for correctly disposing of used burs.

Reporting of serious incidents and complaints

According to Medical Device Regulation (MDR) (EU) 2017/745 and its further integrations and modifications,
Annex |, pt.23.4 z), 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.
Refer to page 1 of the present Instructions for use for the contacts of the manufacturer Xenopus Inc. and its
EC authorized representative Tri Hawk SA.

Refer to your Regulatory Authority website for more information about contacts and methods of reporting.
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