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INSTRUCTIONS FOR THE USE OF AKIT FOR DENTAL GRAFTS

1. Product description

The kit for dental grafts and its replacement components consist of:

- Mounting accessories: elements used directly to ensure bonding of the graft
during surgery and/or buccal reconstruction. Specifically, these elements are:

E- INJ-CHIC. Tack for the fixation of membranes.
F- INJ-MDM. DM self-tapping micro screw for the fixation of soft tissues.

- Placement devices: different tools (handles and screwdrivers) designed for
placement of mounting accessories.

- Support device: box for storage of different components.

2. Planned use:

The kit for dental grafts and its replacement parts are designed for use in oral surgical
procedures that require the fixation of mucous, bone and regeneration membrane grafts, as
well as for stabilising the edges in vestibuloplasty. The mounting accessories may also be used
as complements for sutures.

The kit for dental grafts should be used under controlled environmental conditions

The fixing elements are indicated for temporary fixing and should be removed once the
reconstruction has been consolidated.

3. Contraindications
All mounting accessories are manufactured from medical grade titanium.

All placement devices (tools) are manufactured from medical grade stainless steel, with the
exception of the tips of the tacks which are medical grade titanium.

Contraindications: allergy or hypersensitivity to the chemical components of the materials used.

Use of the product is also contraindicated in cases of active infection, in patients showing
previous sensitivity to titanium or stainless steel, as well as patients with disorders that could
make them incapable of following the physician's instructions. Use is not recommended in the
event of systemic, bone or metabolic disorders that could alter the result of the reconstruction,
as well as in the case of drug or alcohol abuse or medical conditions under treatment with
steroids or which affect blood coagulation.

4. Side effects and interactions

Follow the instructions for use recommended by the manufacturer. Incorrect use of the product
may cause injury to the patient.

5. Cleaning, disinfection and sterilisation.

Kits for dental grafts are supplied unsterilised. Before using them, the healthcare professional
must perform cleaning, disinfection and sterilisation. Bioner SA always recommends performing
previous cleaning of all components with products commonly used in dentistry, with emphasis
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on ultrasonic baths or automatic cleaning and disinfection methods before proceeding with
sterilisation.

Wear gloves when cleaning the devices and always use non-abrasive disinfectant agents. The
preferred sterilisation technique is wet steam autoclave in accordance with general instructions
provided by BIONER S.A.

Sterilisation of the entire kit should be performed in sterilisation bags in a wet steam autoclave
at 121°C for 15 minutes or 134°C for at least 3 minutes, as per UNE-EN-ISO 17665-1:2007.

Remove the kit from the sterilisation bag immediately before use. Remove the cover from the
kit. If necessary, fit the handpiece with a suitable tip, make sure the connection is correct and
that the fixing device to be used is firmly held in the placement tool.

Do not use the product after sterilisation if there is any detectable damage.

Multiple re-sterilisation of the mounting elements may alter their working capacity because of
successive changes in temperature.

Remove the cover from the organiser to dispense screws and instruments, placing the different
items in their corresponding place. Locate the placement elements to be required for the
operation, once they are clean and dry. Place the number of mounting points required for the
operation with planning for any possible incidents and needs. Replace the cover on the box and
place the prepared kit in a sterilisation bag of suitable size. Close the bag and label it with the
sterilisation date, patient code and any other routine information.

Fixing accessories should not be reused; they are products for single use only.
6. Warnings

Before use, make sure that the material is in perfect condition and there are no loose parts to
prevent the inhalation or swallowing of one or more components. Furthermore, it is highly
recommended to make sure that the product is clean and disinfected and the part in contact
with the patient is clean and free of any residue.

The healthcare professional using the product must have experience in using this product safely
and in accordance with instructions for use provided by BIONER SA, the said professional being
liable for the suitability of the component to the patient's needs.

The storage box for the tools and different fixing accessories may be reused, but not the fixing
accessories themselves (tacks and micro-screws).

7. Precautions

It is especially important to ensure that each reference is used in combination with
dimensionally compatible elements as indicated on the product label.

Inspect the placement elements before and after each procedure to ensure they are in good
working condition. Defective instruments must not be used and should be replaced.

8. Compatibility

The references for BIONER SA. kits for dental grafts should be used in conjunction with
compatible components, and the size of the accessories selected in accordance with the
surgical procedure and type of graft to be performed.
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Carefully examine the components available in the company product catalogue for suitability
before insertion.

Make sure to use the correct tool for each type of mounting element.

The dimensions ensure compatibility with the components matching each specific reference.
The compatibility of each reference is guaranteed by BIONER SA in-process controls.

9. Validity

These instructions for use correspond to the current version of references for the kit for dental
grafts family as indicated at the foot of the document.

10. Storage

Elements of this family must be preserved and stored in non-extreme environmental
conditions, avoiding prolonged exposure to sunlight.
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Manufacturer details:

Name BIONER, S.A.

Address Espigolera 9,
08960 Sant Just Desvern
Barcelona

Tel. 93 47003 60

Fax 93 47035 27

e-mail bioner@bioner.es

Website www.bioner.es
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