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ENGLISH INSTRUCTIONS FOR USE

General

TRINIA® CAD/CAM discs and blocks are composed of a multi-directional interlacing of fiberglass and resin
in several layers. TRINIA® is milled into the desired shape of a substructure using a dental CAD/CAM
system. The restorations are then bonded to tooth structure and/or to implant abutments with adhesive
resin cement for use in edentulous or partially edentulous patients.

Intended Purpose
TRINIA® is a CAD/CAM machinable fiberglass and resin product intended to be used for the manufacture
of copings, substructures, removable dentures, or frameworks.

Indications
TRINIA® is indicated for use in the treatment of edentulism or partial edentulism through use as copings,
substructures, removable dentures, or frameworks.

Contraindications
TRINIA® should not be used in patients with parafunctional habits, such as bruxism.

Warnings and Precautions

+ TRINIA® is supplied in a ready state. This material should not be fired under any circumstances.

+ TRINIA® should not be milled or used at temperatures above 150°C (302°F).

+ Do not contaminate TRINIA® with oils or grease.

+ Do not exceed the mechanical tolerances of the device. TRINIA® has a flexural strength of >300 MPa and
a flexural modulus of elasticity of <20 GPa and requires an occlusal thickness of 2.0mm for bars. Failure
to observe these parameters may compromise the results achieved with TRINIA®.

- If patients are known to be allergic to any of the ingredients, TRINIA® restorations should not be used.
The processing of TRINIA® discs and blocks produces dust which may irritate the skin and eyes or cause
other health issues. Refer to the Material Safety Data Sheet (available at www.bicon.com).

« 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 rejection of the material or an allergic reaction to the
material, or fracture of the material. A summary of safety and clinical performance may be found on
Eudamed through the European website (https://ec.europa.eu/tools/eudamed) or at https://www.bicon.
com/safety.

Preparation

Proper preparation of the tooth/teeth is essential for optimum strength, color, and retention of a milled
restoration. TRINIA® is not water soluble and can be milled with air coolant by following the instructions
of the manufacturer of the milling machine. Recommended bur material: Nano-diamond

How Supplied

TRINIA® is provided in protective packaging with a label containing its dimensions and product code.
TRINIA® is provided in a ready-to-use state. Remove the product from its packaging and check for chips,
cracks, or other defects.

Storage and Use
TRINIA® is designed to be stored in its original packaging and used at room temperature. Do not store
the product in heat or in sunlight.

Disposal

The material is non-hazardous and can be disposed of in accordance with regional and local authority
requirements. Hazardous waste from contaminated devices or sharps should be disposed of in
appropriate containers which meet specific technical requirements.

CAUTION: USA Federal law restricts this device to sale by or on the order of a licensed dentist or
dental professional.
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