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ENGLISH

PREFORMED AND SEMI-CASTABLE
PROSTHETIC COMPONENTS ( € 0546

For dental use

INSTRUCTIONS FOR USE

1. GENERAL INFORMATION
The prostheses are SINGLE-USE, they are supplied non-sterile and are
available in various types and sizes to create prostheses that meet different
anatomical and functional requirements. The prostheses include preformed
and semi-castable prosthetic components. All devices are invasive. The
devices to be connected to the implant using fastening screws are supplied
together with the dedicated screw. The table lists the types of prosthetic
components, the materials they are made of and the dedicated accessories
they are supplied with.

Restoration

components and Dedicated accessories

(provided in pack) Material

Screws

| PREFORMED

| Ball attachments Insertion support in acetal
FAST 0° bases resin
FAST angled bases

Straight abutments (0°)
Angled abutments (17°-
25°

Milling abutments

Multi abutment
Aesthetic bases
Link bases
Connect bases
FAST temporary
abutments
PROFAST temporary
abutments
Premilled abutments
Torx Screws for /
angulated holes

Fastening screw

Grade 5 titanium

Temporary aesthetic Grade 5 titanium base

Fastening screw

base abutments PEEK bush
Temporary abutment / PEEK
peek sleeve

Temporary abutments Fastening screw Acetal resin

SEMI-CASTABLE

Grade 5 titanium base

Rod abutments Fastening screw

Polycarbonate castable cap
Restoration screws with / Grade 5 titanium screw;
cap Polycarbonate cap

All the devices, to be used correctly, require practitioners to carefully read
and apply the Information for the User provided by Prodent Italia. This
information is contained in these Instructions for Use and in the specific
Clinical protocol for each type of implant, which is indicated in the
INDICATIONS section. All Information for Users can be found on the
company website or by contacting Prodent Italia S.r.I. directly.

All Fastening Screws for prosthetic components are made of Grade 5

titanium, intended for SINGLE-USE and supplied non-sterile. The specific

fastening screws for the different prosthetic components are listed in the
corresponding Clinical Protocols. The clinical protocols also indicate the
types and sizes of the prosthetic components and corresponding fastening
screws to meet the various anatomical and healing requirements. The
prosthetic range of each component is identified by markings and/or colour
coding as indicated in the Protocol, except for the prosthetic components
for PROWIDE implants, that are NOT marked or colour-coded.

2. INDICATIONS

The restoration components are interconnection devices for the

endosseous implants and the prosthesis. The prosthesis may be a single

crown, a bridge, a partial prosthesis or an overdenture, according to the
treatment the dental practitioner has planned, under his own responsibility.

Specific indications are given below for each type of prosthetic component,

which may not be available for all implant types. In order to correctly identify

the types of implant that each single device is indicated for, users should
consult the specific Clinical Protocols for each type of implant: CLO07 for

PROWIDE implants, CL008 for PRIME and TWINNER implants, CL010 for

CONOMET implants and CLO11 for PROSHAPE implants, CLO12 for

PROFAST implants. N.B.. PROWIDE implants have a CONIK-FIT

connection, PRIME and TWINNER implants have a PERFORM SM

connection; CONOMET and PROSHAPE implants have a TS connection.

PROFAST implants have a single transmucosal connection for all implant

sizes.

Straight abutments (0°): suitable for cemented prostheses; in the case

of abutments with a coronal height of 3 mm ONLY, they can be used in

combination with restoration screws with caps to achieve screw-retained
prostheses.

N.B Do NOT grind abutments with a coronal height of 3 mm if they are

to be used with restoration screws with caps in order to achieve a screw-

retained prosthesis.

Angled abutments (17 - 25°): ideal for cemented prostheses;

Milling abutments: Indicated for cemented and conometric prostheses;

DO NOT use for angled abutments when the divergence between pillars

is more than 20°.

Premilled abutments: suitable for making customized abutments with

Medentika® Attachment and maximum working height of 16 mm, using

CAD-CAM technique. Suitable for making cemented or screwed

prostheses, using automatic milling machines. They are available in two

cylindrical sections: 11,5 mm (for angulation to 17°) and 15,8 mm (for
angulation to 25°). N.B: tighten and loosen intact Premilled abutments
using ONLY the specific screwdriver Premilled.

Multi abutments: multifunctional components, suitable for temporary or

permanent prostheses, according to the method most suited to the

clinical case; available in the engaging version and in the non-
engaging version, free from anti rotational constraints, to ease insertion
even in the presence of disparallelism;

Aesthetic bases and connect bases: to combine with the use of CAD-

CAM systems to make personalised prostheses with a bonding

technique, they allow the creation of permanent cemented or screw-fitted

prostheses with a high-level aesthetic quality, guaranteeing a titanium
coupling with the implant. To obtain a valid restoration solution do not
modify the aesthetic bases. Connect bases are available with an implant-
restoration connection in the engaging version and in the non-
engaging version, free from anti rotational constraints, to ease insertion
even in the presence of disparallelism; each version is available in
different variants with different transmucosal heights (see specific

Clinical Protocol).

N.B: the transmucosal section that can be obtained using the Connect

bases is not the same as that of the healing screws; in order to obtain a

valid prosthetic solution with a good cosmetic result, before fitting the

final restoration, prime the gum with a temporary restoration using a

Connect base.

- Link bases: for the creation of customised prostheses using a bonding
technique; they can be used to achieve cement- or screw-retained
permanent restorations with an excellent aesthetic result, whilst
guaranteeing a titanium coupling with the implant. The coronal portion
can be cut as indicated in the Clinical Protocols to achieve a height suited
to the specific clinical case. Link TS bases are available as an engaging

version and a non-engaging version, that is free from antirotational
constraints, to ease insertion even in the presence of disparallelism. Link
SM bases are available as an engaging version only. Link bases with
different transmucosal heights are available for each type of connection
(see the specific Clinical Protocols). Link bases can be fitted either with
a special Scanmarker for Link Bases to be retained using a dedicated
screw in order to take an impression digitally or with an Easytransfer
device in order to take an impression on a single tooth using a closed
tray technique with a non-perforated impression tray.

N.B.: before creating a permanent restoration with a Link TS base, the
tissues must be conditioned using the dedicated TS Link healing screws.
N.B.: to use Scanmarkers for Link bases correctly, fit the Scanmarker on
to the Link base without a screw, then fit the base together with the
Scanmarker on to the implant or lab analogue and lastly secure the
whole assembly using the dedicated Scanmarker screw.

N.B.: Do NOT grind Link bases before using them to take impressions
with EasyTransfer.

- Temp y hetic ab composed of an aesthetic base in
titanium and a temporary abutment peek sleeve (that can also be
ordered as a spare part). These are suitable for temporary cemented or
screw-fitted prostheses of a high aesthetic quality, while guaranteeing a
titanium coupling with the implant. The Peek component must not remain
in the oral cavity for more than 180 days.

- Temporary abutment peek sleeves: usable as replacements for
aesthetic base temporary abutments.

- Temporary abutments: suitable for temporary cemented prostheses,
must not be left in oral cavity more than 30 days;.

- FAST and PROFAST temporary abutments: suitable for making
temporary prostheses respectively on FAST bases and on PROFAST
implants; N.B: Do NOT cut the abutments under the first coronal ring
from the cone.

- FAST Bases: suitable for making screwed total prostheses; may be
used screwed to the implant ONLY as support structure for the specific
FAST temporary abutments and FAST castable abutments; DO NOT
grind; DO NOT use for prostheses on a single implant; DO NOT use the
FAST 0° bases if the divergence between the implants exceeds 6°;

- Ball attachments: suitable for holding overdenture removable
prostheses resting on gums, coupled with specific Normal size caps and
containers; DO NOT use for prostheses on a single implant; DO NOT
use if implant divergence angle exceeds 10°; DO NOT grind. These are
supplied with a specific insertion support, which can be used as
impression transfer, as described in the specific section of the Clinical
Protocol;

- Rod abutments: suitable for making removable, partial or overdentures
prostheses;

- Restoration screws with cap: use EXCLUSIVELY on straight
abutments in titanium with crown height of 3 that have not been ground
for making screwed prostheses; see Protocol CL008.

- Torx screws for angulated holes: intended for securing restorations
for which the hole is at an angle to the axis of the implant, using the
dedicated screwdriver. The screws have a @2.3 head with a torx recess.
N.B: torx screws can only be used with customised restorations
produced considering the size of the screw or with Link bases. Do NOT
use with other types of preformed or semi-castable prosthetic parts.
N.B.: tighten torx screws using a dynamometric key set to 20 Ncm and,
in any case, NEVER to more than 25 Ncm.

N.B.: We recommend using biocompatible casting alloys for all castable

parts.

N.B.: The devices belonging to FAST and PROFAST ranges are also

suitable for immediate loading on temporary prostheses; the dental

practitioner is responsible for adequately selecting the patient, the surgical
procedure and the devices applied, and for checking the primary stability of
the implant prior to applying load.

All prosthetic components, except for the FAST bases, the Ball

Attachments, the Aesthetic Bases and the Connect Bases, may be

modified by qualified dental staff, to make the required prosthesis.

During the planning phase of the prostheses, Prodent Italia recommends

checking the geometrical relationship between the implant and the

prosthesis and to schedule and carry out periodic checks after loading the
prosthesis, to verify the stability of the implant, the prosthetic component
and the prosthesis, and the correct clinical condition.

3. CONTRAINDICATIONS

Do not use restoration components to make prostheses other than those

specifically indicated for each type. Prosthetic parts with non-engaging

connections are contraindicated for single-implant restorations. The
devices must be used for the sole purpose of completing an implant-
restoration treatment with endosseous components provided with the
corresponding connection. The contraindications for the endosseous
implants are listed in the corresponding Information for the User.

4. SIDE EFFECTS AND COMPLICATIONS

After implant-restoration surgery, patients may experience temporary side

effects such as pain, swelling, haematomas, speech problems, and

inflammations of the soft tissues. Despite the high success rate in terms of
retention of prosthetic implants, the risk of failure may not be completely
excluded. The long-term risks that can be associated to implant procedures
include bone reabsorption, failure of integration, oedema, chronic pain and
dehiscence. The success of an implant-restoration treatment is strictly
connected to how correctly all phases leading to its completion are carried
out, including the planning and realisation of the prosthesis. Correct and
careful use of the restoration components is a key factor for reducing the
risks of implant-restoration treatment failure, in addition to reducing the
severity of temporary side effects. Practitioners are asked to report any
cases of failure to Prodent Italia S.r.|

5. PACKAGING AND STERILITY

All devices are supplied NON-STERILE, individually packed in a plastic

container and inserted in sealed secondary packaging. Where the fastening

screw is required as accessory to the prosthetic component, it is inserted
in the component itself. The label identifying each device is on the
secondary packaging. The packing is not suitable for sterilisation; Before
sterilising the devices, remove them from the packaging and clean them,
as indicated in the following paragraph.

6. CLEANING AND STERILISATION

All devices are SINGLE-USE. Immediately before use, they MUST be

cleaned and sterilised, using a validated method and under the

practitioner’s responsibility (Prodent Italia recommends compliance with
standard UNI EN ISO 17665 for the development of validation and routine

control of the steam sterilisation process, and with standard UNI EN 13060

for determining the testing methods for steam sterilising equipment and for

defining the sterilisation cycles to be used). We recommend washing in an
ultrasonic bath using appropriate detergents, avoiding using hydrogen
peroxide, oxidising acids (such as oxalic, sulphuric and nitric acids) and
high concentrations of chlorine, which can damage the devices. Prodent
ltalia S.r.l. provides further information on the washing and sterilising
processes in the “Important recommendations for the cleaning and

sterilisation of devices” section of the relevant protocol. Prodent Italia S.r.I.

has tested the efficacy, on devices of its own manufacture, of the

sterilisation process in a saturated steam autoclave at 134°C for 5 minutes.
7. INSERTION AND TIGHTENING INSTRUCTIONS

The components directly attachable to the implant (ball attachments and

FAST 0° bases®) are supplied with an insertion support that allows them to

be positioned in the implant connection before the final tightening. Tighten

straight abutments, angled abutments, milling abutments, multi abutments,
aesthetic bases, temporary aesthetic abutments, FAST angled bases

ONLY with the specific fastening screws and to 30 Ncm using a torque

settable instrument. If Link bases are used with torx screws, they should be

tightened at 20 Ncm and, in any case, never at more than 25 Ncm. Tighten

FAST and PROFAST temporary abutments only with the specific fastening
screws to 20 Ncm, using a torque settable instrument. Tighten acetal resin
temporary abutments, the rod abutments, and the restoration screws with
caps, ONLY using the dedicated fastening screws and a hex screwdriver,
without forcing. Tighten the ball attachments and FAST 0° bases using hex
wrench CH.2.6 with the torque gauge set to 30 Ncm.

N.B.: when tightening prosthetic components with a TS connection (for
CONOMET and PROSHAPE implants) ONLY use screwdrivers with a
double laser-etched ring on the shaft, do not use screwdrivers without a
double ring marking.

N.B.: DO NOT cement the fastening screws inside the abutments; to
increase grip we recommend using a dental thread sealant.

N.B.: When using a fastening screw, DO NOT use the torque wrench for
tightening components onto the implant analogues.

A WARNINGS
BEFORE using Restoration Components read carefully the updated
Information for the User.
The name on the device label alone may not be sufficient for identifying
its intended use: see Information for the User.
Restoration Components MUST ONLY be used by qualified dental
practitioners who are fully knowledgeable with the theoretical and
practical aspects of implantology. Laboratory jobs must be carried out
under the instruction and responsibility of the dental practitioner,
exclusively by qualified dental technicians.
Pay careful attention to the implant-restoration connection; use
prosthetic components on implants with the same connection and using
the appropriate restoration instrument kit ONLY; PROWIDE implants
have a single CONIK-FIT connection for all sizes; PRIME and TWINNER
implants has PERFORM SM connections with different dimensions
depending on the implants diameter; the connection diameter defines
the restoration range (see CL008); CONOMET and PROSHAPE
implants have a single TS connections for all implants sizes; PROFAST
implants have a single transmucosal connection for all sizes. Pay careful
attention to the markings and/or colours as specified in the protocols,
especially in case of insertion of more implants in the same context, to
avoid inversions or wrong implant-screw-abutment coupling.

When planning the treatment, the dental practitioner is responsible for

selecting the implant and the type of prosthetic restoration. The

practitioner is likewise responsible for the choice of the type and size of
the restoration components and for their application.

Before use ALWAYS check that the pack, blister and device are

undamaged and NEVER use the device with visible signs of damage.

DO NOT grind or modify the thread and hex screwdriver connections of

the fastening screws. This would jeopardise their correct function.

NEVER use torx screws for angulated holes on parts other than those

specified in the Indications section.

- After the dental technician has handled the prosthetic components,
before using them on patients ALWAYS check the dimensions and
shape of the connection to verify that they have not been altered.

- NEVER use prosthetic parts with a non-engaging connection for single-
implant restorations.

- Take the greatest care during the washing and sterilisation phases,
which MUST be performed using a validated method by and under the
responsibility of the practitioner.

- Prosthetic components and fastening screws MUST NEVER BE
REUSED. Reuse of the device involves a high risk of infection,
contamination and implant failure.

- NEVER force the tightening of the devices using the hex screwdriver.

- NEVER use temporary abutments as castable abutments. NEVER use
temporary abutments for making permanent prostheses or prostheses
destined to remain in the oral cavity for more than the time indicated for
each type, except for that methodologies specified in Instructions for
Use.

- When joining together two or more devices, in accordance with the
instructions for use, ALWAYS check that they are correctly and
completely connected before and during use.

- NEVER use devices with markings or colour-coding if the marking or
colour coding is damaged.

- We recommend that the prosthesis be made in such a way that
permanent contact between different metals in the oral cavity is avoided.

- Handle all devices with special care, to prevent accidental damage that
could lead to their incorrect functioning, and during surgery always
handle devices in aseptic conditions while wearing sterile gloves.

- The practitioner is responsible for: diagnosis; treatment planning; the

surgical and prosthetic technique adopted; the cleaning, sterilisation and

handling of the restoration components and relative fastening screws;
checking the osteointegration and the stability of the implant and the
restoration superstructures; the planning and performance of regular

check-ups. Mistakes and inaccuracy during these phases may lead to a

failure of the implant-restoration treatment.

The device MUST be handled as hospital waste in the event of disposal.

The device should therefore only be disposed of after regular cleaning,

in a controlled manner and according to applicable legislation, whenever

necessary.

Prodent Italia S.r.l. ONLY accepts returned devices in their undamaged

original packaging and within the contractual terms provided.

Prodent Italia S.r.I. declines all responsibility for failure to comply with the

updates to the Information for the User.

Prodent Italia S.r.I. furthermore declines all express or implicit liability in

relation to direct, indirect or any other type of damage which may be

connected to or arise from any evaluation or professional practice error,
made during the use of the various products manufactured by Prodent

Italia. The use of dental implants, all surgical treatments and prosthetic

restorations must always be made under the practitioner's control, who

therefore assumes full liability thereof. The user of Prodent Italia's items
is solely responsible for evaluating whether a product is suitable or not
for each individual patient and clinical case.

KEY for the symbols present on the label:
DO NOT reuse! The device is SINGLE-USE and
® intended to be used once and on one patient only.

Reuse could cause serious risks of cross-infection
and/or loss of functionality.

Batch code

Catalogue number

Caution! The device is associated with warnings
not indicated on the label and that are described
in the Instructions for Use.

Consult the Instructions for Use inside the pack.

DO NOT use if the package is damage

Manufacturer pursuant to 93/42/EEC and
subsequent amendments
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