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All following information is valid for the ICX-PREMIUM® (formerly ICX-templant®), ICX-mini®, ICX-
mini® machine polished, ICX-plus® and the ICX-ACTIVE-MASTER® implant system, unless
otherwise indicated (hereinafter referred to as implants or implant systems).

1. Product:

The implants are supplied sterile and are intended for single use only. There are no
special requirements for storage and handling. Do not re-sterilize!

Safety instructions: These instructions for use must be read before using the implant systems!
The implant systems may only be used according to their indication and in accordance with the
general rules for dental & surgical procedures as well as in compliance with occupational safety
and accident prevention regulations. If there is any uncertainty regarding the indication or the
type of application, do not use the implant systems until all points have been clarified. We
guarantee the perfect quality of our products within the scope of our terms of sale and delivery.
The following descriptions are not sufficient for inexperienced practitioners of implantological
procedures to ensure correct application. Therefore, we recommend instruction by experienced
users and/or by participation in various curricula of various universities and implant professional
associations. The implant systems should only be used by dentists and physicians who are familiar
with dental surgery including diagnosis and preoperative planning. Before every procedure, make
sure that all necessary parts, instruments and aids are complete, functional and available in the
required quantity. All parts used in the patient's mouth must be secured against aspiration and
swallowing. Since the use of the implant systems is beyond our control, any liability for damage
caused in this connection is excluded. The responsibility lies exclusively with the dentist.

The implant systems are not compatible with products of other manufacturers.

2. Product description:

The implant systems include surgical, prosthetic and laboratory components and instruments. The
articles are available in various diameters, heights and lengths. These are identified by labels,
including lot number and the exact product data, such as length, height and diameter.

2.1 Materials
The implants are made of Titanium grade 4 in accordance with DIN EN ISO 5832-2.

The drills as well as other instruments are made of stainless steel (material no. 1.4542) according
to DIN EN 10088-1:2014, DIN EN 10088-3:2014 and ASTM F899:2012. Connecting screws are
made of grade 5 titanium in accordance with the DIN EN ISO 5832-3 standard.

2.2 Accessories:

FIL186RF, C-014-000003, C-014-005345, C-014-005375, C-014-005410, C-014-005480, C-014-
003345, C-014-003375, C-014-003410, C-014-003480, C-014-006290, C-014-006345, C-014-
006375, C-014-006410, C-014-006480, C-014-007290, C-014-007345, C-014-007375, C-014-
007410, C-014-007480, ACM-014-003290, ACM-014-003375, ACM-014-003410, ACM-014-
003480, ACM-014-006375, ACM-014-006410, ACM-014-006480, ACM-014-007375, ACM-014-
007410, ACM-014-007480 ACM-014-004375, ACM-014-004410, ACM-014-004480, ACM-014-
005375, ACM-014-005410, ACM-014-005480, C-015-100001, C-015-100002, C-015-100003, C-
015-100004, C-015-100005, C-015-100006, C-015-100007, C-015-100009, C-015-100018, C-
015-100021, C-015-100023, C-015-100024, C-015-100025, C-015-100029, C-015-100030, C-
015-100031, C-015-100033, C-015-100035, C-015-100036, C-015-100040, 960001, 960002,
960004, 960007, 950097, 950098, 950099, C-021-000002, C-011-000001, C-007-000001, C-
007-000002, C-020-000001, C-003-000001, C-003-000002, C-003-000021, C-004-444720, C-
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004-444730, C-004-444740, C-004-444750, C-004-004510, C-004-004530, C-004-004540, C-
004-004550, C-004-004560, C-004-006020, C-004-006030, C-004-006040, C-004-006050, C-
004-006060, C-004-008030, C-004-008050, C-004-504720, C-004-504740, C-004-514720, C-
004-514740, C-004-524706, C-004-524708, C-004-524710, C-004-526006, C-004-526008, C-
004-526010, C-004-034550, C-003-000100, C-004-116002, C-004-116003, C-004-116004, N-
003-000002, N-003-000001, N-003-000021, N-004-004110, N-004-004120, N-004-004130, N-
004-004150, ACM-014-003330, ACM-014-005330, ACM-014-006330, ACM-014-007330, C-014-
003330, C-014-005330, C-014-006330, C-014-007330, N-015-100001, N-015-100002, N-015-
100004, N-015-100040, N-015-100033, N-015-100030, N-015-100036, C-015-110000, C-015-
100000

3. Packaging/ sterilisation/ storage/ return:
Caution: The implants are delivered gamma sterilised and are intended for single use only.

If the packaging is broken or damaged, exchange is not possible and treatment may not be carried
out. This also applies to the sterilely delivered sealing caps!

The following storage conditions must be observed:

a) storage at room temperature;

b) implants must not be removed from the packaging during storage;
c) implants must be stored under lock and key;

d) implants must only be accessible to authorized persons.

PEEK products must be protected from direct sunlight.

4. Indications / intended use:

The ICX implants (ICX-PREMIUM® (formerly ICX-templant®), ICX-plus® and ICX-ACTIVE-
MASTER®) are inserted into the partially edentulous or edentulous maxilla and/or mandible and
are used to attach dentures for the rehabilitation of chewing function and aesthetics in the maxilla
and/or mandible.

ICX implants (ICX-PREMIUM® (formerly ICX-templant®), ICX-plus® and ICX-ACTIVE-MASTER®)
are indicated in the following initial situations:

e a single tooth missing;
e absence of more than one tooth in a row;
e completely edentulous upper and/or lower jaw.

ICX Premium Narrow® and ICX Active Master Narrow® implants with a diameter of 3.3 mm may
only be used for the following indications:

e single tooth replacement: canine and incisors in the upper and lower jaw

e Partially edentulous jaws: for implant-supported, fixed restorations: Combination
with implants with a diameter of 4.1 mm and splinted superstructure

e Toothless jaws: At least four implants must be connected with each other

The ICX-mini® implants are intended for the stabilization of mucosa-supported prostheses in the
edentulous upper and/or lower jaw and are used for the rehabilitation of chewing function and
aesthetics. The ICX-mini implant should only be used in case of a lower mechanical load is
expecting. The use in the molar region is generally not recommended. The use of the ICX-mini
2.9 mm as an additional pillar for bridge type restoration cannot be recommended, in exceptional
cases at most as an additional pillar to replace a pontic or pendant and then only if the number
of standard implants (larger than 3.75mm diameter) is at least twice as high as the ICX-mini
implants.
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The machined ICX-mini implants are inserted into the edentulous maxilla and/or mandible and
are suitable for temporary, mucosa-supported immediate restoration during the healing phase of
the permanent implants due to their smooth surface.

The machined ICX-mini implant should only be used in case of a lower mechanical load is
expecting. Use in the molar region is generally not recommended. The use of the machined ICX-
mini implants as additional bridge abutments cannot be recommended.

The permanent implants must be inserted first to ensure optimal positioning. A minimum distance
of 2 mm from the permanent implant should be maintained. The insertion of a total of 4 to 6
machined ICX-mini implants in the upper and/or lower jaw is recommended.

As soon as the permanent implants have healed and are restored prosthetically, but after 6
months at the latest, we recommend unscrewing and removing the machined ICX-mini implants.
The progress of healing of the temporary implants must be monitored regularly, e.g. by
radiological monitoring.

Drills (all types) are designed for use in the maxilla and/or mandible and are used during surgery
to prepare the implant bed for ICX implants. Drill bits are intended for single use (single
preparation and application; see also information in sections 8.1 and 11).

ICX-PREMIUM drills are intended for use in combination with the following implants:

e ICX-PREMIUM® (formerly ICX-templant®)
e ICX-mini®/ ICX-mini® machined
e ICX-plus®

ICX-ACTIVE MASTER drills are only intended for use in combination with the ICX-ACTIVE MASTER
implant.

The ICX cover screws and healing caps are intended for use in the maxilla and/or mandible and
are used to protect the implant cavity during the healing phase and to maintain or shape the soft
tissue. They are indicated for:

e a single tooth missing
e absence of more than one tooth in a row
e Completely edentulous upper and/or lower jaw

Healing caps made of PEEK can be used for temporary, aesthetic rehabilitation without occlusion
function and may only remain in the patient's mouth for a maximum of 180 days. Care must be
taken to ensure that there is no proximal or occlusal contact with adjacent teeth. The customizable
PEEK healing caps can be adapted to the emergence profile before use (C-004-524706, C-004-
524708, C-004-524710, C-004-526006, C-004-526008, C-004-526010). The individual and
customizable PEEK healing caps can be fitted with a crown (C-004-524706, C-004-524708, C-
004-524710, C-004-526006, C-004-526008, C-004-526010, C-004-504720, C-004-504740, C-
004-514720, C-004-514740, C-004-034550).

In principle, treatment with implants is only recommended for patients with completed growth of
the jawbone.

The rule of thumb is always to use the largest possible implant diameter.

Immediate, delayed immediate or late implantation is possible in conjunction with bridges,
telescopic conical crowns, prostheses and bar constructions.

Immediate loading, early or late loading of the implants is possible. For immediate loading, the
implant should have been placed with a final torque of at least 35 Ncm.
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The healing time can also be covered transgingivally with gingiva forming components. For single-
tooth restorations, we generally recommend using ICX-PREMIUM® or ICX-ACTIVE-MASTER® .

5. Contraindications:

When selecting patients, the general contraindications for dental/surgical procedures must be
taken into account. These include, but are not limited to:

¢ reduced blood clotting such as: therapies with anticoagulants, congenital or acquired
coagulation disorders;

e systemic disorders and metabolic diseases (e.g. untreated diabetes mellitus) with
influence on wound healing and bone regeneration;

e above average tobacco or alcohol abuse;

e immunosuppressive therapies such as chemo- and radiotherapy;

infections and inflammations in the oral cavity such as periodontitis, gingivitis and

peri-implantitis;

untreated parafunctions such as bruxism;

insufficient oral hygiene and/or unwillingness to keep oral hygiene;

insufficient occlusion and/or articulation as well as insufficient interocclusal distance;

insufficient bone and/or soft tissue coverage:

allergy to one or more materials as described in the section 2.1.

6. Side effects:

As temporary side effects of surgical procedures can occur: local swelling and pain, edema,
hematoma, temporary loss of sensation, temporary loss of chewing function.

7. Complications:

The following complications have occasionally been observed in the use of endosseous implants:
intra- and postoperative bleeding, wound or peri-implant infections (e.g. peri-implant mucositis,
peri-implantitis, osteomyelitis), suture dehiscence, iatrogenic trauma, allergic reactions or
symptoms, periodontal complications due to insufficient width of the mucogingival attachment,
implant loss (e.g. due to insufficient osseointegration or too high or low insertion forces (see
Section 8.6), aspiration or swallowing of parts used in the patient's mouth, fracture of the
mandible, bone deficit (e.g. fenestration or dehiscence defect), perforation of the sinus
membrane, injury to adjacent teeth, soft tissue recession, sinusitis (e.g. after augmentation),
permanent nerve injury and associated sensitivity disorder, hyperplasia

Under extremely unfavorable loading conditions (prosthetic overload due to, for example, extreme
angulation of the abutment, severe bone resorption), the implant body or the connecting screw
that connects abutment and implant may break in extremely rare cases.

8. Application:

8.1 Preoperative planning and dental technology

Diagnostics, pre-op planning:

Ideally, an immediate provisional restoration requires precise planning in the pre-operative phase.
In all other indications a two-stage therapy is recommended.

Preoperative dental technique:
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Preoperatively, the dental technician should prepare a wax-up including an aesthetic sample, a
shell temporary or similar, a re-lineable long-term temporary or similar, as well as an ideal drilling
template.

Drill bits, connecting screws, healing and sealing caps:

All drills, connecting screws, healing and sealing caps are single use devices. They are intended
for single use only (single preparation and application).

The non-sterile supplied drills, connecting screws, healing and sealing caps and instruments must
be cleaned and sterilized before use.

8.2 Cleaning

We recommend machine cleaning in a thermal disinfector with disinfection at 93°C for at least 5
minutes. The AO-value should be at least 3,000. The cleaning should be carried out with a mild,
solvent-free and enzymatic cleaning agent with almost neutral pH value. The water used should
be at least deionised (VE); according to the KRINKO/RKI/BfArM recommendation, medical
compressed air should be used for any drying.

Pre-treatment for manual and machine cleaning and disinfection:

For pre-treatment, rinse the product (approx. 1 min) and remove surface contamination with a
soft plastic brush (approx. 2 min). Rinse cavities 5x with 20ml deionised water with a syringe
(approx. 1 min).

Validated manual procedure:

Deionized (deionized) water at room temperature. Cleaning in an ultrasonic bath (SONOREX
SUPER RK 514 H) for 5 min with 0.8 % (v/v) Cidezyme (Johnson & Johnson Medical, Norderstedt),
then rinse 3x with running deionized water (rinse cavities 3x with 20ml deionized water with a
syringe). A fresh, unused cleaning solution should be used for each product. Subsequent
disinfection with Cidex OPA (undiluted, Johnson & Johnson Medical, Norderstedt) for 12 min (rinse
cavities and lumens 3x with 20ml disinfectant (syringe) at the beginning and end of disinfection).
Then rinse again five times under running, deionized water (rinse cavities five times with 20ml
deionized water using a syringe). A fresh, unused disinfectant solution should be used for each
product. The products are then completely dried and sterilized with a soft lint-free cloth (see
recommended sterilization method).

Validated automatic procedure:

In the thermal disinfector G7836 CD from Miele, program DES-VAR-TD with the cleaning agent
‘NeodisherMediZym’ (Chemische Fabrik Dr. Weigert, Hamburg Germany). Cleaning is carried out
at 40°C with 10 minutes of action time and 0.2% detergent. The subsequent thermal disinfection
is carried out at 93°C with 5 minutes' action time. The products are then dried for at least 10
minutes at less than 90°C and then sterilized (see recommended sterilization method).

8.3 Sterilization

The non-sterile supplied articles are suitable for steam sterilization. These articles are to be
packed in a sterilisation package according to EN ISO 11607 during the sterilisation process. The
delivered packaging is not suitable for sterilization. If transparent packaging is used, it must be
ensured that the sealing process is validated (see manufacturer information).

Sterilisation must be carried out in a suitable manner with devices according to EN 285 or EN
13060. The sterilisation process must be validated.

Recommended sterilization method: Fractionated pre-vacuum method (according to ISO 17665):

e Temperature: Heating to 134°C, max. 137°C,
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e Pressure: 3 pre-vacuum phases with at least 60 millibar pressure, pressure during
the holding period 3 bar, holding period: at least 5 min,
e drying time: at least 20 min

After sterilization, the sterile packaging must be checked for damage and sterilization indicators
must be checked.

Suitable storage must be ensured until the sterilized product is used. The maximum storage time
depends on the type of packaging and the storage conditions and is to be determined at the user's
own responsibility. We recommend to use the product immediately after sterilization. The product
is intended for single use only (single preparation and application).

The surgery boxes are suitable for the sterilization described above.

8.4 Information on colours and markings on the drills
ICX-PREMIUM®, ICX-mini®, ICX-mini® machined, ICX-plus® and ICX-ACTIVE MASTER

The ICX-PREMIUM and ICX-ACTIVE MASTER drills are provided with colored markings for
preparing the implant bed with different diameters:

Colour Implant @ (mm) Implant type
White 2.90 ICX-mini, ICX-mini machined
Pink 3.30 ICX-PREMIUM, ICX-ACTIVE MASTER
Yellow 3.45 ICX-plus
Red 3.75 ICX-PREMIUM, ICX-ACTIVE MASTER
Green 4.10 ICX-PREMIUM, ICX-ACTIVE MASTER
Blue 4.80 ICX-PREMIUM, ICX-ACTIVE MASTER

The laser markings on the ICX-PREMIUM and ICX-ACTIVE MASTER drills are based on the nominal
dimensions of the implant lengths:

ICX-ACTIVE MASTER drill,

Length (mm) | ICX-PREMIUM drill, applicable for... applicable for...

6.50 ICX-plus

8.00 ICX-mini, ICX-mini machined, ICX- | ICX-ACTIVE MASTER
] Plus, ICX-PREMIUM

ICX-mini, ICX-mini machined, ICX- | ICX-ACTIVE MASTER

10.00 Plus, ICX-PREMIUM

12.50 ICX-mini, ICX-mini machined, ICX- | ICX-ACTIVE MASTER
' Plus, ICX-PREMIUM

15.00 ICX-PREMIUM ICX-ACTIVE MASTER

Attention: the laser markings on the ICX drills are not used to determine the exact drilling depth!
To determine the exact depth of the implant bed, a depth gauge with legal metric SI units should
be used.

In addition, the number of rings on the parallel drills provides information on bone quality:
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gggwsber o Bone quality In combination with the color coding...
1 Very soft Pink, yellow, red, green, blue
2 Soft to medium hard | White, pink, yellow, red, green, blue
(standard)
3 Hard White, pink, yellow, red, green, blue

The stop drills and taps are also marked with one (1) color ring. The color ring refers to the
implant diameter, not to the bone quality.

8.5 Drilling sequences

ICX-PREMIUM®, ICX-mini®, ICX-mini® machined, and ICX-plus®

We recommend the following drilling sequence according to the implant diameter:

e ICX pre-drill (cortical drill): always use

e ICX parallel drill white: always use (2 rings for very soft / soft to medium hard bone, 3 rings
for hard bone)

e according to the bone quality (see above): (ICX parallel drill yellow only for insertion of the
ICX-plus implant), ICX parallel drill red, ICX parallel drill green, ICX parallel drill blue:
stepwise preparation of the implant bed up to the desired implant diameter. Drill to the
desired implant length with each drill.

Note: when preparing the implant bed for the 4.8 mm diameter implant, the ICX parallel
drill can be omitted in green.

e ICX-Stop drill (yellow, red, green, blue): always use according to the desired implant
diameter (exception: ICX-mini / ICX-mini machined implant)

We recommend the following drilling sequence for insertion of the ICX-PREMIUM implant with a
diameter of 3.3 mm:

e ICX pre-drill (cortical drill): always use

e ICX Parallel Drill pink: in very soft bone use 1-ring drill, in soft to medium hard
bone use 2-ring drill, in hard bone use 2-ring drill first and then 3-ring drill

e ICX-Stop drill pink: always use

ICX-ACTIVE MASTER, standard implantation

We recommend the following drilling sequence according to the implant diameter (= 3.75 mm):

e ICX pre-drill (cortical): always use

e ICX-ACTIVE MASTER pilot drill: always use

e Depending on the bone quality (see above): ICX-ACTIVE MASTER Parallel Drill red, ICX-
ACTIVE MASTER Parallel Drill green, ICX-ACTIVE MASTER Parallel Drill blue: stepwise
preparation of the implant bed up to the desired implant diameter. Drill to the desired
implant length with each drill.
Note: when preparing the implant bed for the 4.8 mm diameter implant, the ICX-ACTIVE
MASTER Parallel Drill can be omitted in green.

e ICX-ACTIVE MASTER Stop drill (red, green, blue): always use according to the desired
implant diameter (exception: D1 bone, use optional here)
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e ICX-ACTIVE MASTER taps (red, green, blue): optional use according to the desired implant
diameter

We recommend the following drilling sequence for insertion of the ICX-ACTIVE MASTER implant
with a diameter of 3.3 mm:

e ICX pre-drill (cortical drill): always use

e ICX-ACTIVE MASTER Parallel Drill pink: in very soft bone use 1-ring drill, in soft to medium
hard bone use 2-ring drill, in hard bone use 2-ring drill first and then 3-ring drill

e ICX-ACTIVE MASTER Stop drill pink: always use

ICX-ACTIVE MASTER, immediate implant placement

We recommend the following drilling sequence according to the bone quality and implant
diameter:

B G Bone quality
(mm) Very soft (D4) (S[(;gt/Dt;) medium hard | o g (D1)
_ Pre-drill
Pre-drill i
] Red, 1 rin
3.75 Red, 1ring Green, 1 r?ng )
Red, tap (optional) Red tép (optional)
_ Pre-drill
Pre-drill i
4.10 Green, 1 ring E:g' :19, F:Qgs )
Green, tap (optional) Greén tap (optional)
_ Pre-drill
Pre-drill _ Blue, 1 ring
4.80 Blue, 1 ring Blue, 2 rings )
Blue, tap (optional) | g\ {15 (optional)

8.6 Surgical procedure

Implant bed preparation and implant insertion

Drilling in the bone should be performed under constant, intensive cooling with a recommended
speed of 400 rpm (ICX-PREMIUM and ICX-ACTIVE MASTER drills, 25 rpm for taps) and slight
variable pressure. The drilling depth of the Stop Drill should be 1 to 6 mm and should be adapted
to the thickness of the corticalis. Check the depth of the drill cavity with the depth gauge.

Caution: The drills are up to 0.4 mm longer than the inserted implant. It must be ensured that
this additional length is permissible when working in the area of important anatomical structures.

After drilling is complete, the packaging of the implant is opened. Now the implant is removed
from the packaging with the insertion instrument (ISO shaft) or the insertion instrument placed
in the contra-angle handpiece or handpiece. The implant is then inserted into the bone cavity
(contra-angle handpiece: 25 rpm).

Please use the listed insertion instruments for the insertion of the respective implants:
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Implants Insertion instruments

C-015-100001
C-015-100002
C-015-100004
C-015-100021
C-015-100040
C-015-100035
N-015-100001
N-015-100002
N-015-100004
N-015-100040
N-015-100035

ICX-mini, ICX-mini machined (diameter 2.9 mm) C-015-100006

ICX-PREMIUM, ICX-ACTIVE MASTER (diameter 3.75 / 4.1
/ 4.8 mm)
ICX-Plus (diameter 3.45 mm)

ICX-PREMIUM NARROW, ICX-ACTIVE MASTER NARROW
(diameter 3.3 mm)

Caution: It is possible to actively adjust the alignment of the ICX-ACTIVE MASTER implants.
However, these implants may 1) penetrate deeper into the bone during insertion than originally
intended during implant bed preparation or 2) be unintentionally distracted from the original,
ideally placed osteotomy. In addition, the ICX-ACTIVE MASTER implant can be inserted faster
than the other ICX implants because the double thread means that fewer rotations are required
to achieve the desired placement.

Caution: The torque value should neither be below 15 Ncm nor be exceeded 55 Ncm (or 40 Ncm
for ICX-ACTIVE MASTER implants in the interforaminal region), both of which will most likely lead
to premature loss of the implant. In both cases, the implantation should be aborted, continued in
another region or an attempt should be made to achieve the values later by appropriate surgical
measures and then re-insert the implant.

Note for insertion: For ideal alignment of the angled abutments, one of the internal hexagonal flat
surfaces in the implant should be brought into a buccal/facial position. Correct alignment is
facilitated by the hexagonal surfaces on the insertion instrument.

After the implantation is complete, the various abutments are inserted. A parallel direction of
insertion of the abutments must be observed, and one or the other abutment may have to be
individually processed.

Subgingival, 2-phase healing

Use the hand screwdriver to check the cover screws (closure caps) for tightness. The wound edges
are tightly closed with atraumatic suture material. Do not tie the sutures too tightly. They must
be placed in such a way that the wound edges lie tension-free over the sealing cap.

Transgingival, single phase healing

A healing cap with the corresponding soft tissue height is inserted instead of the closure cap
(cover screw). The healing cap must fit the implant diameter and is screwed in by hand. Make
sure that the healing cap fits exactly. The mucosa must fit closely to the healing cap. Once the
implant has been inserted, the surgical region is professionally closed by individual suturing
techniques.

Removal of the machined ICX-mini implants

As soon as the permanent implants have healed and are restored prosthetically, but after 6
months at the latest, we recommend unscrewing and removing the machined ICX-mini implants.
The machined ICX-mini Implants are unscrewed counterclockwise using the insertion instrument
(C-015-100006) and the fixed torque ratchet.

C E Manufacturer: medentis medical GmbH, Walporzheimer Str. 48-52, 53474 Bad Neuenahr-Ahrweiler
0197 Tel.: +49 (0)2641 / 9110-0 Fax: +49 (0)2641 / 9110-112 www.medentis.de info@medentis.de



http://www.medentis.de/
mailto:info@medentis.de

G1- IFU ICX Implants | Valid from 30.10.2019 | Rev 21 | Page 10 of 12 EN

9. prosthetic application:
After successful healing of the implant, exposure and impression taking is performed.
For 2-phase healing, the healing cap should be inserted as follows:

1. Expose implant

2. Remove the sealing cap

3. Clean the interior of the implant

4. Screw in the titanium healing cap hand-tight with 5-10 Ncm.

A torque of 15 Ncm is recommended for the healing caps made of PEEK. The healing cap must
match the implant diameter and soft tissue thickness of the patient. Ensure that the healing cap
fits exactly. The mucosa must fit closely to the healing cap.

After taking an impression, the dental technician makes the model and fabricates the denture.
Before the dental work is incorporated, the implants are fixed to the abutments by the connecting
screw. We would like to point out in particular that we only assume the warranty for our products
if all articles used are original articles of medentis implant systems.

The customizable PEEK healing caps can be adapted to the emergence profile before use. The
extraoral adaptation can be done with a cross-cut burr.

The individual and customizable PEEK healing caps can be fitted with a crown. The temporary
crown or bridge can be attached to the healing cap with a suitable composite material.

10. Information to avoidance risks

The danger of insufficient primary stability of the implant due to a qualitatively insufficient bone
supply and the resulting lack of fixation of the implant can, if possible, be eliminated by repairing
the insufficient bone supply.

After an implant fracture caused by improper, repeated screwing in and out of the implant, the
implant can be removed with extraction forceps by unscrewing it.

The danger of over-rotation of the anti-rotation device due to improper handling can be eliminated
by proper application of the insertion tool. The tool must be properly countersunk in the hexagon.

The danger of the abutment fracture and the tearing out of the connecting screw and the resulting
breaking off of the head of the connecting screw can be eliminated by inserting a new abutment,
provided the connecting screw can be unscrewed. Otherwise the implant must be removed.

After overtightening or breakage of the connecting screw due to excessive force application and
the resulting lack of possibility to fix the abutment and with a simultaneous risk of swallowing the
abutment, it can be stopped by replacing the connecting screw. To do this, turn an ultrasonic tip
counter-clockwise over the screw. The connecting screw should only be tightened with the hand
screwdriver (ideally 35Ncm).

After the rotation protection has been over-rotated during explantation, the implant must be
explanted with other available instruments. The correct seating of the insertion instrument should
be checked before use.

The risk of overheating the bone during the preparation phase of the implant site can be reduced
by adequate cooling and reduced pressure reduction. Sufficient cooling of the drill with saline
solution in the preparation phase is automatically provided by the commercially available surgical
machines.

The danger of confusing the implant and the appropriate connecting screw can be eliminated by
choosing the right accessories. The marking instructions must be observed.
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The danger of confusing the implant and the appropriate drill can be eliminated by choosing the
right accessories. The marking instructions must be observed.

11. Risks and effects of multiple use of disposables

Drill bits: If the drill bits are used more than once, they may become blunt. As a result, there is
a risk that the bone will necrotize due to overheating, thus impairing the osseointegration of the
implants.

All other articles marked for single use may become imprecise if used more than once.

Furthermore, the effects of the material resistance of repeated cleaning and sterilization processes
have not been tested, i.e. the material properties may change as a result. There is a risk of
inflammation and infection if products intended for single use are reused.

12. Note for MRT safety (magnetic resonance imaging)

The product has not been tested for safety and compatibility in MRI examinations. The product
has not been tested for heating or migration in MRI examinations.

13. Miscellaneous

All rights reserved. No part of these instructions for use may be reproduced in whole or in part in
any form (by photocopying, microfilm or other methods) or processed, duplicated or distributed
using electronic systems without the prior written consent of medentis medical GmbH.

ICX-PREMIUM®, ICX-mini®, ICX-mini® machined, ICX-plus® and ICX-ACTIVE-MASTER® are
registered trademarks of medentis medical GmbH.
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