DESS Dental Smart Solutions
INSTRUCTIONS FOR USE

Caution: U.S. Federal law restricts this device to sale by, or on the order of, a licensed dentist or physician.

1. INDICATIONS FOR USE

DESS Dental Smart Solutions abutments are intended to be used in conjunction with endosseous dental implants in
the maxillary or mandibular arch to provide support for prosthetic restorations.

All digitally designed custom abutments for use with Aurum™ Abutment or Pre-milled Blank are to be sent to a
Terrats Medical validated milling center for manufacture.

Compatible Implant Systems

Implant System Implant Diameter Platform Diameter
Compatibility (mm) (mm)

3i Certain 3.25,4.0,5.0 3.4,4.1,5.0

3i OSSEOTITE" 3.25,3.75,4.0,5.0 3.4,4.1,5.0
OsseoSpeed ™ 3.5,4.0,5.0 3.5/4.0,4.5/5.0
Friadent XiVE 3.4,3.8,4.5 3.4,3.8,4.5
NobelActive 3.5,4.3,5.0 NP, RP
NobelReplace Conical 3.5,4.3,5.0 NP, RP

Nobel Replace Trilobe 3.5,4.3,5.0 NP, RP, WP
Branemark 3.5,3.75/4.0, 5.0 NP, RP, WP
Straumann Bone Level 3.3,4.1,4.8 NC, RC
Straumann Tissue Level 3.3,4.1,4.8 RP, WP
Tapered Screw-Vent 3.7,4.1,4.7,6.0 3.5,4.5,5.7

2. CONTRAINDICATIONS
All materials used are biocompatible; however some patients may present allergies or hypersensitivity to any of
the materials and its components (specified in the table).

3. WARNINGS — PLEASE READ CAREFULLY

DESS® products should only be used by dental specialists with experience in maxillofacial implantology and other
specialties, such as dental diagnosis, planning, dental surgery or prosthetic techniques. If in doubt regarding the
product's use, please contact the manufacturer. DESS® products are designed for single-use only must never be
re-used. If reused, there is a risk that product damage and deterioration of its characteristics could lead to
prosthetic solution failure and/or other deterioration of the patient's health like patient tissue infection.

The DESS Dental Smart Solutions system has not been evaluated for safety and compatibility in the MR
environment. It has not been tested for heating, migration, or image artifact in the MR environment. The safety of
DESS Dental Smart Solutions system components in the MR environment is unknown. Scanning a patient who has
this device may result in patient injury.

4. PRECAUTIONS — PLEASE READ CAREFULLY

All DESS® components must be dry fitted before use to check the correct fitting. The clinician will be responsible for
correct application of those restorative products as planning and procedures are under his/her control. This is the
reason why only dental specialists with the appropriate experience and training should work with these products.
In case of doubt please call the distributor: (855) 337-7872 (Toll-free).

We recommend an annual inspection of the prosthetic restoration by the dentist and the laboratory. This yearly
inspection must include a screw check. If the screws have suffered unusual wear, the complete integrity of the
implant-abutment should be checked. New screws must be used for any revision, correction or replacement.
Failure to follow this instruction puts the patient at risk and will void the warranty. During any intraoral use and
manipulation all DESS® products must be secured to prevent aspiration due to their small size and shape.
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5. COMPATIBILITY INFORMATION
All DESS® components are available for a variety of connections, as listed in Section 1.

For any questions concerning compatibility with dental implants and implant analogs please contact your local

distributor: (855) 337-7872 (Toll-free).

Abutments are provided with the screw corresponding to the compatible implant line.

Recommended
Dess Abutment Line Implant System Compatibility Abutment Screw

Torque (Ncm)
Internal Hex “Click” 3i Certain 20
External Hex USA 3i OSSEOTITE” 20
. OsseoSpeedWI Aqua 20
Internal Hex Conic OsseoSpeedT'\’I WP Lilac 25
Internal Hex FD Friadent XiVE 25
Active Hex NobeIActiveQ/ NobelReplace Conical 35
Tri Lobe Nobel Replace Trilobe 35
External Hex Universal Branemark 35
Conical Bone Level Straumann Bone Level 35
Octagon Straumann’ Tissue Level 35
Internal Hex USA Tapered Screw-Vent 30

6. STERILIZATION

All DESS Dental Smart Solutions products are supplied NON STERILE. The recommended sterilization cycle is
standard gravity autoclave, exposure at 121 °C / 250 °F for 30 minutes with a drying time of 30 minutes, using a
sterilization wrap that is FDA cleared for the indicated cycle.

7. APPLICATIONS - ABUTMENTS

CoCr Abutment

The Co-Cr Abutment is used for prosthetic restorations prepared by dental technicians in the dental laboratory.
The Co-Cr abutment is a cast-on Co-Cr alloy abutment provided with a fully burn-out plastic sleeve for fabrication.
The existing abutment screw should be used only for the final integration of the restoration after being sterilized.
The wax-collar should be created with at least 0.3 mm thickness above the metal indexing feature of the base. To
prevents cracks in ceramic layer.

AURUM™ ABUTMENT
The Aurum abutment is used for support of prosthetic restorations prepared by dental technicians in a dental
laboratory with CAD/CAM technology. The Aurum™ abutment can be used to support a direct crown. The
Aurum™ abutment also can be used to support a zirconia superstructure plus crown. All digitally designed zirconia
superstructures for use with Aurum™ abutment are to be sent to a Terrats Medical validated milling center for
manufacture.
The design parameters for the CAD/CAM zirconia superstructures are:

Minimum wall thickness —0.4 mm

Minimum post height — 4.0 mm

Maximum gingival height — 6.0 mm

All zirconia superstructures are for straight abutments only.
For secure grip the diameter of interface and its height should not be reduced e.g. by grinding. Multi-Link cement
by Ivoclar Vivadent, following the instructions of the manufacturer, is recommended for bonding.
Contraindications: do not use the Aurum abutment for restorations with cantilever on a single implant, on patients
with bruxism, with insufficient space or with direct metal-to-interface casting.
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CoCr PRE-MILLED BLANK ABUTMENTS
Pre-milled Blank is used for support of prosthetic restorations prepared by dental technicians in a dental
laboratory with CAD/CAM technology.
All digitally designed abutments for use with Pre-milled Blanks are to be sent to a Terrats Medical validated milling
center for manufacture.
The design parameters for the CAD/CAM Blank custom abutments are:

Minimum wall thickness — 0.45 mm

Minimum post height — 4.0 mm

Maximum gingival height — 6.0 mm

All Blank abutments are for straight abutments only.

SCREWS

The screw is for fixing prosthetic restorations and auxiliary abutments onto implant or analog. Make sure to secure
the parts with corresponding screw and observe specified torque value placed on the label.

For best results, the following conditions must be meticulously met:

e Position the patient to avoid aspiration in case the screw falls during screwing/unscrewing.

e Check compatibility of the screw with the implant model to which it will be connected.

e Make sure the correct model of screw is used for each case.

e When transferring to the patient, do not use the same screw that was used in the laboratory.

e Use the suitable model key and size for tightening and unscrewing. If in doubt, check that the next size key
does not fit into the seat. The driver should be appropriately aligned with the screw head inside the screw
channel of the prosthesis/implant assembly. A new screw must be used when assembling a prosthesis for the
first time and for every check thereafter.

e For immediate load prostheses screw manually, avoiding excessive torque, and prevent the implant from
turning while screwing.

Screws are provided with each abutment for the corresponding implant line. Also, screws are provided separately.
If you have any doubts about the fit of the screw, consult the local distributor: (855) 337-7872 (Toll-free).

9. SYMBOLS GLOSSARY
ANSI/AAMI/ 1SO 15223-1:2012 Medical devices — Symbols to be used with medical device labels, labeling
and information to be supplied — Part 1: General requirements.

Title of Symbol .
Symbol (Reference Number) Meaning of Symbol

DE] éozs;)lt Instructions for Use Indicates the need for the user to consult the instructions for use.

® Do not re-use Indicates a medical device that is intended for one use, or for use
(5.4.2) on a single patient during a single procedure.

Catalogue number Indicates the manufacturer's catalogue number so that the
(5.1.6) medical device can be identified.

oT Batch code Indicates the manufacturer's batch code so that the batch or lot

(5.1.5) can be identified.
Manufacturer . . .
(5.1.1) Indicates the medical device manufacturer.

These instructions replace all previous editions.
For any information about DESS products please contact your local distributor.

Manufacturer:
Terrats Medical SL
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C/Mogoda, 75-99

08210 — Barbera del Vallés -Barcelona (Spain)
Tel + 34 935 646 006. Fax +34 935 647 317
info@dess-abutments.com

United States Distributor:

GERYON VENTURES LLC (DBA DESS-USA)
1079 SUNRISE AVE

STE B-345

ROSEVILLE, CA 95661-7009

(855) 337-7872 (toll free)
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