= S INSTRUCTIONS FOR USE:
E Bone Mill for Internal
IMPLANTS Connection Implants

TRI-NEX Internal Hex DC (Deep Conical)
(Provata & M-series)

Intended use:
Southern Implants bone mills are intended to be used to remove excessive bone around the implant.

Description:

Hand-held bone mills are cutting instruments used for bone preparation around the implant shoulder. The bone mill has a guide pin that is inserted into the internal
connection canal of the implant to provide guidance for the bone mill. This centers the cutting part to protect the implant shoulder from damage by the serrated cutting
edge of the bone mill.

Bone mills are supplied non-sterile and are reusable for up to 10 uses, or when cutting efficiency deteriorates.

The full range of Bone Mills:

Bone Mill | For Implant Interface | Mills bone to:
DC (Deep Conical)
[-HBM-DC30 DC3 @3.5mm
I-HBM-DC35 DC4 @4.0mm
I-HBM-DC40 DC4 @4.5mm
I-HBM-DC50 DC5 @5.5mm
TRI-NEX
[-HBML-35 @3.5mm @4.0mm
[-HBML-43 @4.3mm @4.9mm
[-HBML-50 @5.0mm @6.0mm
[-HBML-60 @6.0mm @6.5mm
Internal Hex (Provata & M-series)
[-HBM-M-46 Standard Interface implants @4.6mm
[-HBM-M-56 Standard Interface implants @5.6mm
I-HBM-Z66 Wide Interface implants @6.6mm

Indications for use of Our implant systems:

Southern Implants’ Dental Implants are intended to be implanted in the upper or lower jaw arches to provide support for fixed or removable dental prostheses in a
single tooth, partially edentulous prostheses or full-arch prostheses. It further adds the option forimmediate placement and function on single and splinted multiple
unitrestorations when good primary stability is achieved and with appropriate occlusal loading, to restore chewing function.

Images are for illustration purposes only and do not necessarily accurately represent the product. Not all products for sale in all markets.

www.southernimplants.com
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IMPLANTS IFU: Bone Mill for Internal Connection Implants

Indications for use of Our bone mills:

Bone mills are used to remove any excessive bone or soft tissue around the implant shoulder. This will facilitate the proper fit of prosthetic components, and allow
improved emergence profiles.

Contraindications:

Donotuse in patients:
- whoare medically unfit for dental implant procedures (e.g. uncontrolled diabetes and infection in nearby bone).
- whoareallergic or have hypersensitivity to pure titanium or titanium alloy (Ti-6AL-4V), or stainless steel.

Warnings:

- THESEINSTRUCTIONSARE NOTINTENDED AS ASUBSTITUTE FORADEQUATE TRAINING

- For the safe and effective use of dental implants it is strongly suggested that specialised training be undertaken, including hands-on training to learn
proper technique, biomechanical requirements and radiographic evaluations.

- Responsibility for proper patient selection, adequate training, experience in the placement of implants, and providing appropriate information for informed
consentrests with the practitioner. Improper technique can resultinimplant failure, damage to nerves/vessels and/or loss of supporting bone.

- Theuse of non-sterile items can lead to secondary infections of the tissue or transfer infectious diseases.

- Bluntdrills may cause damage to the bone which could compromise osseointegration.

Cautions:

- Newand experienced implant users should do training before using a new system or attempt to do a new treatment method.

- Proper pre-operative planning with a good team approach between well trained surgeons, restorative dentists and lab technicians is essential for
successfulimplant treatment.

- Minimizing the trauma to the host tissue increases the potential for successful osseointegration.

- Care mustbe taken that parts are not swallowed or aspirated during any of the procedures.

Procedure for use:

1. Remove the cover screw.

2. Place the guide pin of the hand-held bone mill in the center canal of the implant.

3. Pressdown slightly and rotate gently to remove any bone around the implant platform.

4. When the surrounding bone has been removed around the implant shoulder, clean the canal and platform and then seat the chosen abutment.

Materials:

Deep Conical: Titanium Grade 5 (Ti-6AL-4V)
TRI-NEX: Stainless steel

Internal Hex (Provata & M-series): Titanium Grade 5 (Ti-6AL-4V)

Magnetic Resonance (MR) safety information:

This device has not been evaluated for safety and compatibility in the MR environment. It has not been tested for heating, migration or image artefact in the MR
environment. The safety of this device in the MR environmentis unknown. Scanning a patientwho has this device may resultin patientinjury.

Storage, Cleaning & sterilization:

These bone mills are supplied clean, but not sterile and can be re-used, provided it is maintained in a good condition, with no visible damage to the cutting edge of the
bone mill or the guide pin. Bone mills must always be cleaned and sterilized before use.

If re-use seems fit:

» Containment: As soon as practically possible, remove all visible residue after use (bone, blood or tissue), by immersing the instrument in cold water (Dried soil is
difficultto remove).

 Pre-Cleaning: Rinse with lukewarm water for 3 minutes, and remove hardened debris with a soft nylon brush. Avoid mechanical damage during cleaning.

» Manual Cleaning or Automated Cleaning: Prepare an ultrasonic bath with suitable detergent, sonicate for 20 minutes. (Alternative methods can be used if
proven by the end user). Rinse with purified / sterile water. Load devices into a thermo-disinfector. Run the cleaning and disinfection cycle, followed by the drying
cycle.

* Note: Always follow the instructions for use of the manufacturers of cleaning agents and disinfectants.

 Drying: Dry the instruments with filtered compressed air or single use lint free wipes. Pack the instruments as quickly as possible after removal. If additional
drying is necessary, dry in a clean location.

* Note: Moisture on drills can cause corrosion and deterioration of the cutting edges.

 Inspection: Do a visual inspection of the items to check for any damage/s.

 Packaging: Use the correct packaging material as indicated for steam sterilization to ensure sterility is maintained. Double packaging is recommended.

Pre-vacuum sterilization: Steam sterilize the components at 132°C (270°F), at 180 - 220 kPa for 4 minutes, or at 135°C (275°F), at 180 - 220 kPa for 3 minutes.
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Dry for atleast 20 minutes in the chamber.

¢ Note: Only an FDA or appropriate regulatory authority approved wrap or pouch for steam sterilization must be used. It is the responsibility of the user to establish
whether or not their sterilizer is approved by an appropriate regulatory authority to meet recommended parameters.

- Storage: Maintain packaging integrity to ensure sterility in storage. Packaging should be dry before storage to avoid corrosion and degration of cutting edges.
Device should be stored at room temperature and not exposed to direct sunlight.

Disposal:
Disposal of the device and its packaging shall follow local regulations and environmental requirements, taking different contamination levels into account.

Symbols & Warnings:
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Manufacturer: Southern Implants

1 Albert Rd, PO. Box 605 IRENE, 0062, Prescription  Sterilization  Non-sterile  Caution Consult Useby Donot Do not Batch code Do not use if package
South Africa, c € device * using instruction date reuse  Re-sterilize is damaged
Tel: 427 12 667 1046 Fax: +27 12 667 1029 Irradiation for use (mm-yy)
* Prescription device: Rx only. Caufion; Federal law restricts this device to sale by or on the order Canada license exemption: Please nofe that not all products may have been licensed in
of a licensed physician or dentist. accordance with Canadian law.

All rights reserved, Southern Implants, the Southern Implants logotype and all other trademarks used in this document are, if nothing else is stated or is evident from the context in a certain case,

trademarks of Southern Implants. Product images in this folder are for illustration purposes only and do not necessarily represent the product accurately to scale.
\. J

For Technical Assistance or additional product literature, please contact Southern Implants.

Southern Implants (Pty)Ltd European Representative: Americas/Asia
P.0 Box 605 Building 3, Chiswick Park 225 Chimney Corner Lane
Irene, 0062 566 Chiswick High Road Suite 3011
South Africa Chiswick Florida 33458
London W4 5YA USA
Manufacturer: United Kingdom
Southern Implants (Pty)Ltd Tel: 0056 1472 0990
1 Albert road Tel: 0044 208 998 0063 Fax: 0056 1472 8401
Irene, 0062 Fax: 0044 208 997 0580

Tel: +27 12 6671046
e-mail: info@southernimplants.com

Disclaimer of liability:

This product is part of the Southern Implants product range and should only be used with the associated original products and according to the recommendations as
in the individual product catalogues. The user of this product has to study the development of the Southern Implants product range and take full responsibility for the
correct indications and use of this product. Southern implants does not assume liability for damage due to incorrect use. Please note that some Southern Implants
products may notbe cleared or released for sale in all markets.
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