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1. Overview

General information

This technical description contains information on reprocessing the reusable surgical instruments and prosthetic components of
the Thommen Medical AG implant system.

Intended use
Thommen Medical processing and storage equipment are to be used in conjunction with the Thommen Medical dental implant

system in the maxillary and mandibular jawbone for implant-supported dentures. You can find more information on the implant
system in the instructions for use for INICELL® implants THM61112 or implants with the standard surface THM61113.

Surgical cassettes for mechanical cleaning

The product range includes two different cassettes for mechanical cleaning:
a. Surgical cassette (art. no. 1.03.030), with appropriate graphic insert (art. no. 8.04.031)
b.Surgical cassette for guided surgery (art. no. 1.04.020), with appropriate graphic insert (art. no. 8.04.040)

Both surgical cassettes consist of a washable rack with lid and removable graphic insert:

Graphic insert

Washable rack

Sieve basket
(only in 1.03.030)

All other parts (instrument holders and sieve basket] are securely attached.
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Surgical cassette, incl. screw organizer for manual cleaning

The surgical cassette incl. screw organizer art. no. 1.03.016 is used for the sterilization and use of the surgical instruments. Me-
chanical cleaning of instruments or prosthetic components is not possible with this cassette, these must be cleaned manually in
the ultrasonic cleaning cassette. See 5.B Manual cleaning/disinfection in the ultrasonic bath. The mechanical cleaning of the cas-
sette without instruments is possible. The cassette consists of a base and lid and a removable graphic insert.

The same applies to the prosthetic cassette, incl. screw organizer art. no. 1.03.022.

The surgical cassette, incl. screw organizer and prosthetic cassette, incl. screw organizer are thus collectively referred to as

Plastic cassettes”.

Art. no. Components Material

1.03.030 Surgmal ca;sgtte for mechanical cleaning, Stainless steel/PEEK, aluminum, silicone
incl. graphic insert

1.04.020 Casseﬁe for guided surgerny. for mechanical Stainless steel/PEEK, aluminum, silicone
cleaning, incl. graphic insert

1.03.016 Surgical cassette, incl. screw organizer Plastic

1.03.022 Prosthetic cassette, incl. screw organizer Plastic

See pages 18-25 and 34-35 for how to load the cassettes.

You can find additional accessories for safe reprocessing that are compatible with the surgical cassette in the current
product catalog.

Make sure that only persons with the corresponding training, knowledge and experience use this product and these
accessories.
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2. Manufacturer's information for reprocessing
In accordance with EN IS0 17664

Essentials

Single-use instruments
Non-sterile instruments for single use must be cleaned, disinfected and sterilized before use.

Multiple-use instruments

Reusable instruments (except the handle for dental technicians art. no. 3.03.250) must be cleaned, disinfected and sterilized before each
use. This also applies, in particular, to the first use after delivery of all cassettes and to reusable instruments that have been delivered in a
non-sterile condition. An effective cleaning and disinfection are absolutely necessary prerequisites for an efficient sterilization for re-use.

Single-use prosthetic components
Prosthetic components for single use must be repackaged for sterilization and sterilized directly after removal from the Thommen Medi-
cal AG original packaging (see Section 7).

Multiple-use prosthetic components

Prosthetic components for multiple use must be repackaged for sterilization and sterilized directly after removal from the Thommen
Medical AG original packaging (see Section 7). Reusable prosthetic components must be cleaned, disinfected and sterilized before each
use.

The user is responsible for ensuring that the equipment and materials used for reprocessing, as well as the staff employed in the repro-
cessing facility, achieve the required results. Only validated methods may be used for cleaning/disinfection and sterilization. The user is
responsible for validation. The devices/sterile containers used must be serviced and inspected regularly, and the validated parameters
must be complied with for every cycle.

The user must observe the legal requirements of the country within which they operate. This applies in particular to the specifications for
inactivation of prions (not relevant for USAJ.

Scope of this manufacturer’s information

Important: These manufacturer's instructions apply to all instruments (for multiple use and/or which are delivered in a non-sterile
condition) and prosthetic components of the Thommen Medical AG implant system. Prosthetic components are differentiated into
prosthetic components for single use and components that may be used multiple times.

The reprocessing instructions apply only to products from Thommen Medical AG and not to products that are only distributed by
Thommen Medical AG and that are not produced by Thommen Medical AG.

Validated procedure
Thommen Medical AG has demonstrated that the methods described in these instructions are effective for reprocessing.

Cleaning and disinfection
An efficiency check of the cleaning and disinfection of Thommen Medical AG instruments and prosthetic components [multiple use) was
carried out using the following materials/parameters by an independent, accredited and approved testing laboratory:

Pre-cleaning aids:

- Nylon cleaning brush (multi-tufted toothbrush with multiple planar bristle field)

- Interdental brushes in ISO sizes 0, 3, 4 and 6 (TePe D-A-CH GmbH, Hamburg, Germany)
- Syringe (Luer Solo 10 ml, B. Braun Medical, Melsungen, Germany)

Cleaning and disinfectant agents:
- Pre-cleaning and mechanical cleaning of instruments, cassettes and prosthetic components (multiple use):
Neodisher MediZym (cleaning agent, Chemische Fabrik Dr. Weigert GmbH & Co. KG, Hamburg, Germany)
- Pre-cleaning and manual cleaning of instruments and cassettes:
Gigasept Instru AF (aldehyde-free combination cleaning and disinfectant agent, Schiilke & Mayr, Norderstedt, Germany)
- Pre-cleaning and manual cleaning and disinfection of prosthetic components (multiple use):
Pre-cleaning and manual cleaning with Cidezyme, disinfection with Cidex OPA (Advanced Sterilization Products (ASP), Irvine, United
States)
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Aids and devices for mechanical cleaning and disinfection:

- Surgical cassette for mechanical cleaning (art. no. 1.03.030, Thommen Medical AG, Grenchen, Switzerland)
- Surgical cassette for guided surgery [art. no. 1.04.020, Thommen Medical AG, Grenchen, Switzerland)

- Cleaning/disinfection device (CDD): Desinfektor G 7836 CD1 (Miele, Giitersloh, Germany)

Aids and devices for manual cleaning and disinfection:
- Ultrasonic cleaning cassette (art. no. 8.03.059, Thommen Medical AG, Grenchen, Switzerland)
- Instrument bath [ultrasonic bath): SONOREX SUPER RK 514 H (BANDELIN electronic, Berlin, Germany)

Aids and devices for sterilization:

- Surgical cassette incl. screw organizer (art. no. 1.03.016, Thommen Medical AG, Grenchen, Switzerland)

- Prosthetic cassette incl. screw organizer (art. no. 1.03.022, Thommen Medical AG, Grenchen, Switzerland)
- Surgical cassette for mechanical cleaning (art. no. 1.03.030, Thommen Medical AG, Grenchen, Switzerland)
- Surgical cassette for guided surgery [art. no. 1.04.020, Thommen Medical AG, Grenchen, Switzerland)

- Autoclave: HST 6x6x6 (Zirbus technology GmbH, Bad Grund, Germany)

Water quality:

All rinsing processes under running water must be carried out with de-ionized water (DI water].

Other cleaning and disinfectant agents, which are intended for the disinfectant cleaning of thermostable medical devices made of metal
and plastic and fulfill the following criteria, can also be used. Rinsing agents or acidic neutralization agents must not be used, however.

When selecting the cleaning and/or disinfectant agent used, make sure that:

- in principle, they are suitable for the cleaning of instruments made of metal and plastic

- if no thermal disinfection is used, in addition, a suitable disinfectant agent is used, which:
- is intended for use for invasive medical devices made of metal and/or plastic, and
- has proven efficacy, e.g. a VAH DGHM or FDA/EPA registration or a CE mark and
- the chemicals used are compatible with the instruments

When selecting the cleaning and/or disinfectant agents, particularly pay attention that the following components are not included:
- organic, mineral and oxidizing acids

- stronger alkaline solutions > pH10

- organic solvents (e.g. alcohols, ethers, ketones, benzines)

- oxidation agents (e.g. hydrogen peroxide)

- halogens [chlorine, iodine, bromide)

- aromatic/halogenated hydrocarbons

Important: Thommen Medical AG recommends use of neutral enzymatic detergents with a maximum pH of 8.5.

The cleaning agent or the combined cleaning/disinfectant agent must be suitable for ultrasonic cleaning.

Depending on the product used, the concentrations, temperatures and exposure times of the cleaning or disinfectant agent provided by
the manufacturer as well as the guidelines on rinsing must be strictly adhered to. Only use freshly prepared

solutions.

When selecting cleaning aids, comparable aids from other manufacturers may be selected in accordance with the aids listed in these
instructions (see above). However, never clean the instruments/prosthetic components and cassettes/baskets with metal brushes or steel
wool.

Furthermore, the following criteria apply to cleaning and disinfection:

Important: Use a mechanical method (CDD, cleaning and disinfection device] for cleaning and disinfection, if possible. A manual
method - even if using an ultrasonic bath - should be used only if a mechanical method is not available due to the reduced efficacy and
reproducibility of this method.

Perform “Preparation before cleaning” in both cases, if the instruments/prosthetic components (multiple use) have been contaminated
prior to this. Contamination is indicated if e.g. prosthetic components have been placed in the mouth and it cannot be excluded that other
instruments/prosthetic components in the surgical cassette, although they were not used in the same surgical procedure, could have
been contaminated when taking out instruments/prosthetic components.

Packaging and sterilization
An efficiency check of the sterilization of Thommen Medical AG instruments and prosthetic components (single use) was performed with
the parameters as described from Section 5 onward and also by an independent, accredited and approved

testing laboratory.

For sterilization of prosthetic components that are not approved for multiple use (e.g. abutments) and that have been removed directly
from the original packaging, please refer to the information from Section 7 onward.
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3. Pre-treatment at the point of use

Essentials

Immediately after use on the patient {within a maximum of 2 hours), coarse contamination must be removed from the instru-
ments, prosthetic components and cassettes. Never allow the surgical residues (blood, secretions and tissue residues) to dry out

onto an instrument, prosthetic components or cassettes.

The disinfectant agent used for the pre-treatment at the point of use, as appropriate, only serves to protect people and is not a

substitute for the following cleaning and disinfection steps.

Separation of the prosthetic components (multiple use) from the instruments and cassettes is only necessary for a subsequent

manual cleaning, because of the different cleaning and disinfectant agents.

(see Section 2, "Validated procedure”)

The graphic inserts for the surgical cassettes [see p. 4] must also be prepared for cleaning at the point of use.

Warning
Damaged and/or blunt instruments must be removed, disinfected, cleaned and disposed of separately.

Selection of methods, cleaning and disinfection agents and specific approach

Manual Mechanical

Manual

8

Scope

Detergents/aids

Specific approach as de-
scribed below:

Prior to mechanical cleaning

and disinfection of instruments,

prosthetic components and
plastic cassettes

&

Only for cleaning (C):

Select the cleaning agent and
other aids according to the cri-
teria in the "Validated proce-
dure” section

“Separate cleaning, if neces-
sary,
disinfection — Step by step”

Prior to manual cleaning and
disinfection of instruments and
plastic cassettes [no prosthetic
components)

I

Combined cleaning and disin-
fection (C&D]:

Select the combined cleaning/
disinfectant agent and other
aids according to the criteria in
the “Validated procedure” sec-
tion

“Combined method - Step by
step”

Prior to manual cleaning and
disinfection of prosthetic com-

ponents
SN

Cleaning (C):

Select the cleaning agent and
other aids according to the cri-
teria in the "Validated proce-
dure” section

“Separate cleaning, if neces-
sary, disinfection - Step by
step”

Freshly prepare the cleaning and/or disinfectant solution according to the manufacturer's information and comply

with the solution’s maximum hold times.
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Combined method -
Step by step

Cleaning/disinfection

1.

Place the instruments/plastic cassettes in
the combined cleaning/disinfectant agent
solution.

Give the combined cleaning/disinfectant
agent time to take effect in compliance with
the selected indication/specified exposure
time (follow the manufacturer’s information)
and then remove from the cleaning/disinfec-
tion bath.

Remove all visible contamination manually
using a clean, soft Nylon brush.

Finally, rinse for 1T minute under running wa-
ter.

Transport
5. The cassette, instruments and prosthetic

components for multiple use must be placed
in a closed container for transport.

&y
£

t

Separate cleaning, if necessary, disin-
fection -

Step by step

Cleaning

1.

Place the instruments/prosthetic compo-
nents/plastic cassettes in the cleaning agent
solution so that they are covered sufficiently
and that the air can escape completely from
instruments with cavities. Make sure that
the instruments/prosthetic components are
not touching one another.

Give the cleaning agent time to take effect in
compliance with the selected indication/
specified exposure time (follow the manufac-
turer’s information) and then remove from
the disinfection bath.

Remove all visible contamination manually
using a clean, soft Nylon brush.

Without using a brush, rinse them at least
3 times for at least 1 minute each time un-
der running water.

Disinfection (optional)

5.

Place the instruments/prosthetic compo-
nents in the disinfectant solution so that they
are covered sufficiently and that the air can
escape completely from instruments with
cavities. Make sure that the instruments/
prosthetic components are not touching one
another.

Give the disinfectant time to take effect in
compliance with the selected indication/
specified exposure time (follow the manufac-
turer’s information) and then remove the in-
struments/prosthetic components from the
disinfection bath.

Rinse them 5 times for at least 1 minute
each time under running water.

Transport
8. The cassette, instruments and prosthetic

components for multiple use must be placed
in a closed contained for transport.
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4. Preparation before cleaning

Essentials

The “Preparation before cleaning” is an essential requirement for cleaning, independently of whether a mechanical or manual

method is selected.

Selection of methods, cleaning and disinfection agents and specific approach

Manual Mechanical

Manual

10

Scope

Detergents/aids

Specific approach as described
below:

Prior to mechanical cleaning

and disinfection of instruments,

prosthetic components and
plastic cassettes

&

Only for cleaning (C):

Select the cleaning agent and
other aids according to the cri-
teria in the "Validated proce-
dure” section

“Separate cleaning, if neces-
sary, disinfection — Step by step”

Prior to manual cleaning and
disinfection of instruments and
plastic cassettes (no prosthetic
components)

I %

Combined cleaning and disin-
fection (C&D):

Select the combined cleaning/
disinfectant agent and other
aids according to the criteria in
the "Validated procedure” sec-
tion

“Combined method - Step by
step”

Prior to manual cleaning and
disinfection of prosthetic com-
ponents

X

e d

Cleaning (C):

Select the cleaning agent and
disinfectant agent and other
aids according to the criteria in
the “Validated procedure” sec-
tion

“Separate cleaning, if neces-
sary, disinfection - Step by step”

Prepare the cleaning and disinfection solution fresh according to the manufacturer’s instructions and comply with the

maximum hold times for the solution(s).

The graphic inserts for the surgical cassettes [see page 4] must also be prepared for cleaning.
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Combined method -
Step by step

1. The plastic cassettes as well as the instru-
ments must be disassembled as far as pos-
sible (see p. 4), as necessary (e.g. separate
the drill extension from the drill).

Cleaning/disinfection

2. Place the dismantled instruments/plastic
cassettes in the combined cleaning/disinfec-
tant agent solution so that they are covered
sufficiently and that the air can escape com-
pletely from instruments with cavities. Make
sure that the instruments are not touching
each other.

3. Give the combined cleaning/disinfectant
agent time to work in compliance with the
selected indication/specified exposure time
(follow the manufacturer’s information) and
then remove the instruments from the
cleaning/disinfection bath.

4. Remove all visible, adhering contamination
under running water and keep turning of the
instruments while using a Nylon brush.

A Important: Hard to reach areas, such as:

Blind drill holes or deep notches must be
given special attention during cleaning.

It is explained separately from page 13 on-
wards how and with which mechanical aids
it is possible to clean these areas especially
easily and thoroughly.

For all other instruments, cleaning using a
Nylon brush under running water is suffi-
cient.

5. Without using a brush, rinse them again for
at least 1 minute each time under running
water.

6. Visual inspection of cleanliness. If residual
contamination is detected, repeat pre-clean-
ing until no contamination is visible any lon-
ger.

W

o v

=

L 4

Separate cleaning, if necessary, disin-
fection -
Step by step

1. The plastic cassettes must be disassembled
as far as possible (see p. 4], and the instru-
ments must also be disassembled, as nec-
essary (e.g. separate the drill extension from
the drill).

Cleaning

2. Place the dismantled instruments/prosthetic
components/plastic cassettes/graphic insert
in the cleaning agent solution so that they
are covered sufficiently and that the air can
escape completely from instruments with
cavities. Make sure that the instruments/
prosthetic components are not touching one
another.

3. Give the cleaning agent time to work in com-
pliance with the selected indication/specified
exposure time (follow the manufacturer’s in-
formation) and then remove the instru-
ments/prosthetic components from the
cleaning bath.

4. Remove all visible, adhering contamination
under running water and keep turning the
instrument/prosthetic components while us-
ing a Nylon brush.

A Important: Hard to reach areas, such as:

&

Blind drill holes or deep notches must be
given special attention during cleaning.

It is explained separately from page 13 on-
wards how and with which mechanical aids
it is possible to clean these areas especially
easily and thoroughly.

For all other instruments/prosthetic compo-
nents, cleaning using a Nylon brush under
running water is sufficient before disinfec-
tion is performed.

5. Without using a brush, rinse them at least
5 times for at least 1 minute each time un-
der running water.

6. Visual inspection of cleanliness. If residual
contamination is detected, repeat pre-clean-
ing until no contamination is visible any lon-
ger.
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Disinfection (optional)
7. Place the instruments/prosthetic components in

the disinfectant solution so that they are covered
sufficiently and that the air can escape completely
from instruments with cavities. Make sure that the
instruments/prosthetic components are not touch-
ing one another.

Give the disinfectant time to take effect in compli-
ance with the selected indication/specified expo-
sure time (follow the manufacturer’s information)
and then remove the instruments/prosthetic com-
ponents from the disinfection bath.

Rinse them 5 times for at least 1 minute each time
under running water.



Instrument-specific procedure

MONO torque ratchet (art. no. 3.03.160)
All surfaces: Brush the instrument multiple times while turning the instrument for at least
2 minutes.

Spring in ratchet head: Clean using an interdental brush of I1SO size 0.

Long gap as in the area between the flexible and fixed arm of the ratchet: Position the inter-
dental brush in the gap as shown and brush out the respective gap at least twice while mov-
ing it up and down.

MONO screwdriver (art. nos. 3.03.165, 3.03.166, 3.03.167) and

MONO insertion device, short and long (art. nos. 3.03.162, 3.03.163),

MONO insertion device for retentive anchor (art. no. 3.03.169)

Grooves:

Guide the head of the screwdriver (or insertion device) along the longitudinal axis of the in-
strument with the Nylon brush and brush out all the grooves while turning the instrument
(see Fig. A).

Finger rest:
Position the toothbrush and for at least 30 seconds carry out a wiping movement perpendicu-
lar to the longitudinal axis of the instrument, while turning the instrument [see Fig. B).

Check if the notch of the finger rest is now free of contamination. If necessary, the interdental
brush of ISO size 4 can also be used, for which the instrument must also be turned.

Brush out blind holes such as the central blind hole of the corresponding MONO instrument
using an interdental brush of ISO size 6 (at least 30 seconds] [see Fig. C).

© Thommen Medical AG 13
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Adapter for handpiece (art. nos. 3.03.238, 3.03.240, 3.03.249 and 3.04.090)

Outer surfaces: using a Nylon brush, brush the instrument along its longitudinal axis while
turning the instrument (at least 30 seconds).

Central blind hole: brush out using an interdental brush of ISO size 6 (at least 30 seconds).

Drill extensions (art. nos. 3.03.230 and 3.03.231)

Outer surfaces: using a Nylon brush, brush the instrument along its longitudinal axis while
turning the instrument (at least 30 seconds).

Central blind hole: brush out using an interdental brush of ISO size 4 while turning
(at least 30 seconds] (see Fig. Al.

Side slits: brush through using an interdental brush of I1SO size 4
(at least 30 seconds] (see Fig. B).

Mucosa punch, various diameters

(art. nos. 3.03.315, 3.03.316, 3.03.320, 3.03.317, 3.03.318)
Outer surfaces: using a Nylon brush, brush the instrument along its longitudinal axis while
turning the instrument (at least 30 seconds).

Central blind hole: brush out using a Nylon brush (at least 30 seconds).

The inner areas of the instrument are accessible with interdental brushes. By guiding the
interdental brush along the longitudinal axis of the instrument (at least 30 seconds),
the inner area can be cleaned thoroughly.

Mucosa punch PF 3.5 (art. no. 3.03.315)  Interdental brushes of ISO size 4
Mucosa punch PF 4.0 (art. no. 3.03.316)  Interdental brushes of ISO size 4
Mucosa punch PF 4.5 (art. no. 3.03.320)  Interdental brushes of ISO size 6
Mucosa punch PF 5.0 (art. no. 3.03.317)  Interdental brushes of ISO size 6
Mucosa punch PF 6.0 (art. no. 3.03.318)  Interdental brushes of ISO size 6



Specific procedure for prosthetic components (multiple use)

Impression coping for open-tray technique, cylindrical and conical
(art. nos. 3.04.020-024, 3.04.028 and 3.04.037-040)
Outer surfaces: brush using a Nylon brush while turning continually (at least 30 seconds)

according to the figure. In doing so, hold it once by one side and then once by the other side
(see Fig. A and BJ.
A

Clean the end surfaces (e.g. connection geometry for the implant) in the same way.
Turn the impression coping while brushing (at least 30 seconds] (see Fig. C). \

Central through-hole: brush through from both sides using an interdental brush of I1SO size 4
(at least 30 seconds on each side] [see Fig. D). In between, rinse the hole and brush with the >
attached syringe once.

Impression coping for closed-tray technique (art. nos. 3.04.030-034, 3.04.046-050)
Outer surfaces: brush in a transverse direction to the longitudinal axis using a Nylon brush
(see Fig. A) while turning the impression coping completely at least once (at least 30 seconds).

© Thommen Medical AG 15
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Knurl Screw
section
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Clean the end surfaces (e.g. connection geometry for the implant) in the same way.
Turn the impression coping while brushing (at least 30 seconds] (see Fig. B).

Central through-hole: brush through from both sides using an interdental brush of I1SO size 4
(at least 30 seconds on each side] (see Fig. C]. In between, rinse the hole and brush
with the attached syringe once.

Screws for impression copings

(art. nos. 3.03.572-574, 3.03.580 and 3.03.575-577, 3.03.581)
Outer surfaces (region of the screw): using a Nylon brush, brush along the longitudinal axis
while turning the screw (at least 30 seconds).

Outer surfaces (knurl): brush in a transverse direction to the longitudinal axis using a Nylon
brush while turning the knurl (at least 30 seconds).

Central blind hole: brush out using an interdental brush of ISO size 0 while turning (at least
30 seconds).

Scan abutment for implant level (art. nos. 2.03.770-774, 3.03.774-779)
Quter surfaces: using a Nylon brush, brush along the longitudinal axis while turning the scan
abutment (at least 30 seconds).

End surfaces: clean in the same way while turning the scan abutment (at least 30 seconds).

Central blind hole: brush through from both sides using an interdental brush of I1SO size 4 (at
least 30 seconds on each side). In between, rinse the hole (with attached syringe) and the
brush once.

Scan abutment for VARIOmulti abutments (art. no. 3.03.780, 3.03.781)
Quter surfaces: using a Nylon brush, brush along the longitudinal axis while turning the scan
abutment (at least 30 seconds).

End surfaces: clean in the same way while turning the scan abutment (at least 30 seconds).

Central blind hole: brush out using an interdental brush of ISO size 0 while turning (at least 30
seconds).

Brush out thread and hole using an interdental brush of ISO size 4 while turning (at least 30
seconds).

Positioning handles (art. nos. 3.03.521, 3.03.522)
Outer surfaces (region of the screw): brush using a Nylon brush along the longitudinal axis
while turning the positioning handle (at least 30 seconds).

Outer surfaces (knurl): brush in a transverse direction to the longitudinal axis using a Nylon
brush while turning the knurl (at least 30 seconds).



5.A Mechanical cleaning/disinfection

Essentials

The mechanical cleaning takes place immediately after the “Preparation before cleaning”.
When selecting a cleaning and disinfection device (CDD), ensure that:

- the CDD has been thoroughly tested for efficacy (e.g. DGHM or FDA cleared premarket notification or has a CE mark in
accordance with EN ISO 15883)

- if possible, a tested program for thermal disinfection is used (A, value > 3000 or - for older devices - at least 5 min at
90°C/194°F). With chemical disinfection, there is the risk of residues from disinfectant agents remaining on instruments/pros-
thetic components.

- the program used is suitable for instruments and prosthetic components and has sufficient rinse cycles.

- Only sterile or low-bacteria [max. 10 bacteria/ml) and low-endotoxin (max. 0.25 endotoxin units/ml) water (e.g. purified water/
highly purified water) is used for rinsing.

- the air used for drying is filtered (oil-free, low-bacteria and low-particle) and the CDD is serviced and inspected regularly.

Select the cleaning agent and other aids according to the criteria described in the "Validated procedure” section (in addition,
consider suitability for mechanical cleaning and comply with the manufacturer’s guidelines on concentration, exposure time and
rinsing when selecting the cleaning program).

The surgical cassettes for mechanical cleaning art. nos. 1.03.030 and 1.04.020 play a pivotal role in the reprocessing of
Thommen Medical AG instruments and prosthetic components [multiple use) according to validated processes and help to

comply with hygiene regulations.

Carry out checking and servicing as soon as possible after cleaning/disinfection has finished (see Section 6} in order to package
the devices as quickly as possible (see Section 7, “Packaging - Step by step”).

Important: The surgical cassettes art. nos. 1.03.030 and 1.04.020 may only be used for the mechanical cleaning of instruments
and prosthetic components for multiple use.

© Thommen Medical AG 17



Prosthetic components [multiple use), MONO insertion
device for retentive anchor & MONO circlip

May be cleaned in the sieve basket [max. three prosthetic components and
the MONO insertion device for retentive anchors cleaned at the same time).
Sterilization is performed separately.

MONO MONO I =
torque ratchet guide key i
o BB5555566550056000005660005 | googgggooas 00000000000000000000
3.03.160 3.03.203 8 0000 D000 00000000 .
i i ( ( )
5 O00O0N0000N 0000 Oood 00000000000000000000
B H
0 ] OO Oy 0
[u] 00
g C ) C ) ( D) 00000000000 Insertion Tools Screwdrivers.
g 0000 D000 000D0=0000 i E o @ ? §
H H o asic Preparation ine Preparation ine Preparation t MONO t §
Loadlng-the sur.glcal cassette (art' no' 1'03'030] = 8/00:1221 vl ﬁlEVI:/E[EMlENT ZON:’A::TD;C&RC :IEV:]IEPLEP;ENTMC ELEMENT RC PF 3.0 /Tl'mEN §
Generation 03 (incl. NEVO) g N gk 2
[m} Depth Gauges Profile Drills Profile Drills 32.0 L8.0 a L95 L11.0 L125
800 rpm 5
L . . . & o ¥
Specific slots are provided for instruments and prosthetic Q_»Q Q U % N i
components (multiple use] for loading the surgical cassette (art. 220 * |
800 rpm 250-300rpm  PF3.5 250-300 rpm ; 400rpm ) '
no. 1.03.030). insertion Tools Insertion Tool PF3.0  OptionalInstruments H
On -0 O O OIO-0-0) |
Important: Sterile instruments for single use (@ E=&xl) may only be 228 Nt Nt — s - o
placed into the specific slots in the cassette after sterilization. iO Q Q EQ Q Q Q Q
> B1 B2
@
500 rpm PF5.0 PF4.0 PF4.5 . .
f \ Drill Extension
OO O (=)=
243
400 rpm PF6.0 PF5.0 o -
CwC () () Feemue ez oe, () () =)
. : final drill step final drill step
@5.3 PF4.0 @ PF6.0 @
é 300rpm  ELEMENTonly \ -/ PF&.0 S J /N Remove insert for cleaning Y
S e i ! ; Optional
i . " e E In addition to the clearly
: . designated slots for in-
E struments there are also
! slots that can be loaded
! as desired (optional
1 instruments).
® Single use @ @ @ @ ®
: : :
VECTOdrill™ , Profile drill Profile drill Profile drill
twist drill ' ' ' Depth gauge CONTACT NEVO/ELEMENT ELEMENT
Instruments for
%) Length Stainless steel Stainless steel Ceramic mechanical operation
2.0 29.0 3.03.624 Q4 3.03.710 3.03.660 2.0 3.03.630 3.03.640/641 Q4 3.03.751 3.03.651 Q4 Adapter
34.0 3.03.610 Q4 3.03.720 3.03.661 2.8 3.03.632 3.03.648/649 QAI3.03.642/643 Q4 3.03.752 I 3.03.753 3.03.657 QAI 3.03.653 Q4 extension
40.0 3.03.611 Q4 3.03.730 3.5 3.03.634 3.03.644/645 Q4 3.03.754 3.03.655 Q4 3.03.249 3.03.240  3.03.230/231
2.8 29.0 3.03.625 Q4 3.03.712 3.03.662 4.3 3.03.636 3.03.646/647 Q4 3.03659 Q4
34.0 3.03.612 Q4 3.03.722 3.03.663 5.3 3.03.638 : ; ﬂ
40.0 3.03.613 Q4 303732 T T
3.5 29.0 3.03.626 Q4 3.03.714 3.03.664 E Screwdrivers
34.0 3.03.614 Q4 3.03.724 3.03.665 . 3.03.502/503 3.03.501/502  3.03.500/501
40.0 3.03.615 Q4 3.03.734 ;I When designati fil '
When designating drills, X €n designating protite
@43 29.0 3.03.627 Q4 3.03.716 3.03.666 BXX/_. pay attention 12 drills, _ /XX, . g
34.0 3.03.616 Q4 3.03.726 3.03.667 to the first diameter pay attention to the sec- 5|
40.0 3.03.617 Q4 3.03.736 stated on the shaft. ond number indicated on
the shaft. It corresponds
5.3 29.0 3.03.628 Q4 3.03.718 3.03.668 to the platform.
34.0 3.03.618 Q4 3.03.728 3.03.669
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MONO insertion MONO
devices screwdrivers
3.03.162 3.03.163 3.03.165 3.03.166 3.03.167
.......................... ey
[serieR] :
ELEMENT RC PF 3.0
Profile drill, length-specific Adapter
L 8.0 L9.5 L11.0 L12.5
3.03.740  3.03.741 3.03.742  3.03.743 3.03.238
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Prosthetic components (multiple use), MONO insertion
device for retentive anchor & MONO circlip

May be cleaned in the sieve basket (max. three prosthetic components and the
MONO insertion device for retentive anchors cleaned at the same time). Steril-
ization is performed separately.

MONO MONO I s=val
torque ratchet guide key
3.03.160 3.03.203 o000 588555555550000000000600660 | goooDooDooOD o | |BO@oogooogooooooooog |
§ 0oog I:ll:ll:ll:l) (DDI:ID—DDDD) 0 0
& 00000000 C0o0g) Oood 0 0| | oODoOOO00OO000000000
= B 0 0
(u] n et mn T | oo T T | R T = e e L (u]m! D
[u] oo 888
8 C C D¢ ) 000000000000 = = Insertiontools Screwdrivers
_ _ g— 0000 0000 0000-0000 vy ep0 .
Loading the surgical cassette (art. no. 1.03.030) - B /sA.lrlAi:\.rlamsleF3.0—PF6.0/L6.5—L17.D] CONTACT MC&RC ELEMENT MC ELEMENT RCPF 3.0 et 1o +§
Generatlon 02 IWIthOUt NEVO) 8 VECTOGrills™ Depth Gauges Profile Drills Profile Drills Profile Drills PF 3.0 /TmEN g
(=] Medical . -
0 — MONO insertion MONO
Specific slots are provided for instruments and prosthetic compo- e devices screwdrivers
nents (multiple use) for loading the surgical cassette (art. no. Q Q Q Q * O --------------------
1.03.030]. 220 BE3:S

Drillextension Dpnnnallnslrumen(s

Important: Sterile instruments for single use (& =) may only be Q Q Q Q ’ H ,ﬂ,@ g@ QA

2.8 PF4.5 PF35

3.03.162 3.03.163  3.03.165 3.03.166 3.03.167

placed into the specific slots in the cassette after sterilization. l Hs"ewur.v,rs @ E @ ? ?
3.5 PF5.0 PF4.0 PF4.5 U : : E
OO0 O 0O & OO0 |
4.3 _PF6.0_ PF50 125 i
& g 553 A Remove insert for cleaning J 1 2 3 j ;

R Y

9 ® @ ® ® ®

E | | [sTeRLE R ] [sTerILER] [sTeRILE R ]
VECTOdrill™ ; ; Profile drill Profile drill Instruments for o [ k
twist drill . : : Depth gauge CONTACT MC & RC ELEMENT MC mechanical operation Optional ELEMENT RC PF 3.0
Adapter Drill
%] Length Stainless steel Stainless steel Ceramic extension :; j:gg:;?;g;&f;f:’r’ Profile drill, length-specific Adapter
@2.0 29.0 3.03.624 Q4 3.03.710 3.03.660 2.0 3.03.630 3.03.640/641 Q4 3.03.651 Q4 3.03.249 3.03.240  3.03.230/231 instruments there are also L8.0 L9.5 L11.0 L12.5
34.0 3.03.610 Q4 3.03.720 3.03.661 2.8 3.03.632 slots that can be loaded as 3.03.740 3.03.741 3.03.742 3.03.743  3.03.238
40.0 3.03.611 Q4 3.03.730 @35 3.03.634 3.03.644/645 Q4 3.03.655 Q4 ‘[—L g ‘i}e;rtes‘]j (optional instru-
2.8 29.0 3.03.625 Q4 3.03.712 3.03.662 4.3 3.03.636 3.03559 Q4 '
34.0 3.03.612 Q4 3.03.722 3.03.663 5.3 3.03.638 : : Screwdrivers
40.0 3.03.613 Q4 3.03.732 E 3.03.502/503 3.03.501/502  3.03.500/501
@35 29.0 3.03.626 Q4 3.03.714 3.03.664 o S ;
34.0 3.03.614 Q4 3.03.724 3.03.665 |
40.0 3.03.615 Q4 3.03.734 ] ' g 0
4.3 29.0 3.03.627 Q4 3.03.716 3.03.666 ghxe;;iesignatitntg d{m’“a g 5 \c/j\/hflen de/S)i(ggating profile
340 3.03.616 Q4 3.03726 3.03.667 to th.e f;étpjiéieigr‘on 5| p;‘y :ttentlon to the sec-
400 3.03.617 Q4 3.03.736 stated on the shaft. ond number indicated on
@5.3 29.0 3.03.628 Q4 3.03.718 3.03.668 the shaft. It corresponds
34.0 3.03.618 Q4 3.03.728 3.03.669 to the platform.
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Prosthetic components (multiple use), MONO insertion
device for retentive anchor & MONO circlip

May be cleaned in the sieve basket (max. three prosthetic components and the
MONO insertion device for retentive anchors cleaned at the same time). Steril-
ization is performed separately.

MONO MONO L s=val
torque ratchet guide key
R e o Tl ee— . BRD00AEDD0CEROC05aD
205160 20820 8 - 0000 D000 DO0O—0000 | 883383958855 5 )
g C ) C AN G D} 0Do00a0a00an a
a 0000 0000nocOool LOoad 888888888888 E 00000000000000000000
0 DO00| [0000, ([O000HO000 000000000000 0
0 gooo ooy 1 0000=0nne) | 855535855855 B
0 I o o o o | 000000000000 ]
8 C ) C ) = D) 000000000000 oo
§ 0000 0000 00o00—Dbood IEE]] | =&
Loading the surgical cassette (art. no. 1.03.030) - 9  Alimplants CONTACTMC&RC: ELEMENT MC
M o
Generation 01 g
Optional

Specific slots are provided for instruments and prosthetic compo-
nents (multiple use) for loading the surgical cassette (art. no.
1.03.030).

Important: Sterile instruments for single use (& =) may only be
placed into the specific slots in the cassette after sterilization.

L

35
12.5
9.5

6.5

L]
OlO
oll®

O

/\
THOMMEN

Medical

43

Instruments

MONO insertion MONO
devices screwdrivers
3.03.162 3.03.163  3.03.165  3.03.166 3.03.167

v 9

;

9 @ @ ® ®
I:I ; ; [sTERLe R ] [sTeRLE R ]

VECTOdrill™ 5 5 Profile drill Profile drill

twist drill . : : Depth gauge CONTACT MC & RC ELEMENT MC

%) Length Stainless steel Stainless steel Ceramic

@2.0 29.0 3.03.624 Q4 3.03.710 3.03.660 2.0 3.03.630 3.03.640/641 Q4 3.03.651 Q4
34.0 3.03.610 Q4 3.03.720 3.03.661 2.8 3.03.632
40.0 3.03.611 Q4 3.03.730 3.5 3.03.634 3.03.644/645 Q4 3.03.655 Q4

2.8 29.0 3.03.625 Q4 3.03.712 3.03.662 P43 3.03.636 3.03659 Q4
34.0 3.03.612 Q4 3.03.722 3.03.663 5.3 3.03.638 : :
40.0 3.03.613 Q4 3.03.732 E

@35 29.0 3.03.626 Q4 3.03.714 3.03.664 o S ;
34.0 3.03.614 Q4 3.03.724 3.03.665 :
40.0 3.03.615 Q4 3.03.734 u '

4.3 29.0 3.03.627 Q4 3.03.716 3.03.666 gh;;;iesignatitntg d{n’“a g 5 \c/jvhin de/S)i(ggating profile
340 3.03.616 Q4 3.03726 3.03.667 to th.e f;étpjié;eigr‘on 5| p;‘y thtzmi(.)nl to the sec-
400 3.03.617 Q4 3.03.736 stated on the shaft. ond number indicated on

@5.3 29.0 3.03.628 Q4 3.03.718 3.03.668 the shaft. It corresponds
34.0 3.03.618 Q4 3.03.728 3.03.669 to the platform.
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Instruments for
mechanical operation

Optional

Adapter Drill
extension
3.03.249 3.03.240  3.03.230/231

I

%

Screwdrivers

3.03.502/503  3.03.501/502

3.03.500/501

In addition to the clearly
designated slots for instru-
ments, there are also slots
that can be loaded as de-
sired (optional instruments).

vt
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e\

o N

— I

E [ =ral :
| Seating instrument
. MONO torque ratchet* . MONO guide key* © Guide sleeve for guide sleeve
NEVO, ELEMENT & CONTACT PF 3.5-PF 4.5/L 6.5-L 12.5, all collar heights — q e Lo :
Titanium alloy ' Stainless steel ' Stainless steel Stainless steel
3.03.160 303203 & Length mm 5.0 4.8 3.04.100
; L D48 3.04.080 Q4
Cassette for guided surgery 1.04.020 (including NEVO) ___________ ... .
A Attention: 285855328335325335825358525553532555525553555553552853558558358888888 | nonononongonnononoon
O M O OEm A e AmmE . A L7 N N N . VM o oo e
Special slots are provided for loading the cassette with = DDDD) (DDDD) (DDDD) (DDDD_DDDD DDDD
instruments. When loading, pay attention to the identification (2 O 0000 0000 ooogl |oood) good DDDD 00000000000000000000
9 payarten 8 0000 0000 H| [@00d (0000 |[g000H0000| (0000
code on the dental shaft and graphic insert. 8 O 0ogd DO00) | B004 |[000d [
g O Do00 DDDD I o o o o [ [ | [ [
D) C D) ( D) Insertion Tools Screwdrivers
u]
Example: g QUU Guided Surgery [I(J DDDD 0000 COODOo—o0ooo 0bog f ;
MONO 4
B 8 L2 ) Basic Preparation Start W &2.0/L4.0 > :igc:,nrillSlop > :.E;g/r.p.:ém CoNTACT ) Implant Insertion
¢| [ 5_Q_ Bl el | : = CHE :
; : o Z|a : GEE e 250 rpm RC 250 rpm . MONO MONO
) 5 : el el Mo | S ve | Cp= Optional insertion device* screwdrivers*
' : : | A .
600 rpm ' o 5 g instruments* _ .
! el o : : 1-r----- Stainless steel/PEEK Stainless steel/PEEK
E E = 5 3 B PF3.5 PF3.5 \Screwdrivare. . In addition to the clearly designated slots, additional slots
e K el=l0 _ are available for other instruments. 3.03.162 3.03.163  3.03.165  3.03.166  3.03.167
: é a é mmaw i i
' & = Al ?g.?,—fm PF 4.0 PF4.0
R b b 2 : === c * Standard instruments (see www.ifu-tm.com/THM61141 and @
; . O § Q O 5 O O O Q wwuefu-tm.com/THM31111)
| ® : . ! .
' & e L g ' PF45 | PF45 b4 Y,
' i ptionatinstruments _—_ -~ " i i f D
= ’ D0 0O000000000 CWN
' : pm. ! ' , ‘% Max. 20 use cycles (surgery, cleaning, sterilization) for cutting instruments. Further
20x 20x PF4.0 T T T T T T T T T T T T T A Remove insert for i ' ' .
D % PFi5®, L L : : : use cycles no longer guarantee the function of the product.
® OQ@QQQQQQ@O Lo
P P I:!&!“ME" Z 5 5 7 s T A A S, y A Cooling during drilling, approx. 5°C/ 41°F.
@zl 0/ Y V™ < i 20x ' '
! (o : 1
0 @20 @28 @35 Y % : :
' i ! : °C/ :
800 600 rpm 500 rpm E b 15 rpm
800 rpm st e G 600 rpm 500 rpm L
E E E ! E E 250 rpm |
Implant insertion Adapter for
Adapter, guided handpiece, one-piece
Stainless steel  pgapter Screwdrivers Screwdrivers Stainless steel
. . guided short extra short PF 3.5 PF 4.0 PF 4.5
Basic preparation (soft and
. . . Length mm 25.5 22.0 17.0 Length mm
Basic preparation medium bone) 3.04.090  3.03.501 3.03.500 24.0 3.03.248 3.03.251 3.03.241
Initial drill, Basic preparation NEVO final drill step Fine preparation — — — . — — =
guided VECTOdrill™ pilot drill and twist drill, guided VECTOdrill™ twist drill, guided  Profile drill, guided
Stainless steel Stainless steel Stainless steel
L4.0 L 6.5 L9.5 L12.5 L80 L11.0 Lé.5 L8.0 NEVO/ELEMENT MC  CONTACT RC CONTACT MC
Length mm 28.5 Lengthmm  31.5 34.5 37.5 33.0 36.0 Lengthmm 315 33.0 Length mm 30.5 32.5 34.0
2.0 3.04.110 @2.0 3.04111  3.04113  3.04115  3.04.112 3.04114 2.8 3.04.121  3.04.122 PF 3.5 3.04.151 3.04.161 3.04.171
2.8 3.04.121 304123 3.04.125  3.04.122 3.04.124 3.5 3.04.131  3.04.132 PF 4.0 3.04.152 3.04.162 3.04.172 If you have an older version or generation of the cassette for guided surgery, please see the information on loading in the older instructions
@35 304131 3.04133 304135 3.04.132 3.04.134 PF 4.5 3.04.153 3.04.163 3.04.173 for use: wwwifu-tm.com/THM61144.
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Instruments with a dental latch are placed with their shaft pointing downward in the in-
strument holders so that the functional area of the instrument is pointing upward out of
the holder.

The MONO instruments (art. nos. 3.03.162, 3.03.163, 3.03.165, 3.03.166, 3.03.167) are placed in
the special holder with the functional area of the instrument pointing downward.

The MONO insertion device for retentive anchor (art. no. 3.03.169) is stored in the sieve
basket for mechanical cleaning (component of the cassette art. no. 1.03.030). Prosthetic
components (multiple use) are cleaned in the sieve basket.

Important: Only three prosthetic components and the MONO insertion device for retentive
anchor, if required, may be cleaned at the same time. Cleaning of additional instruments
or other prosthetic components, such as abutments, is not permitted when cleaning in the
sieve basket.

The MONO torque ratchet (art. no. 3.03.160) is stored in the silicone holders
in the top of the cassette. It should be placed parallel to the cassette base so that there is
as little contact as possible with the silicone holders.

Instruments may not be stored outside of the holders or outside of the
sieve basket (e.g. on the base of the surgical cassette).



Note: For optimal closure of the cassette with the lid, the long side of the lid should first
be inserted at the top and then clicked into place by tilting. The lid can be opened by
pressing both sides.

A Important: The graphic insert must not be stored in the cassette during mechanical
cleaning. The graphic insert is placed separately in the cleaning and disinfection device
(CDD] standing up.
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Step by step

= 1. Sortthe instruments into the specified holders in

2 Ogc the surgical cassette for mechanical cleaning (art.
JU nos. 1.03.030 or 1.04.020). With the surgical cas-

sette (art. no. 1.03.030), prosthetic components
can be placed into the sieve basket of the cassette,
if needed. Close the cassette with the lid. The sur-
gical cassette incl. screw organizer art. no.
1.03.016 may only be cleaned mechanically with-
out the instruments.

[

Place the surgical cassette (with the graphic in-
sert removed) into the cleaning and disinfection
device. In doing so, make sure that the instru-
ments are not touching each other.

2. Start the program.

from the CDD and dry them.

4. Visual inspection of cleanliness. If residual con-
tamination is detected, repeat the cleaning until
no contamination is visible any more.

[S]

_99 3. When the program has finished, remove all items
)

)
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5.B Manual cleaning/disinfection
In the ultrasonic bath

Essentials

Cleaning in the ultrasonic bath is an integral part of manual cleaning and disinfection of Thommen Medical AG devices.
The cleaning in the ultrasonic bath takes place immediately after the “Preparation before cleaning”. Carry out checking and
servicing as soon as possible after the cleaning/disinfection has finished (see Section 6] in order to package the devices as
quickly as possible (see Section 7, “Packaging - Step by step”).

Selection of methods, cleaning and disinfection agents and specific approach

Manual

Manual

Scope

Detergents/aids

Specific approach as described
below:

Manual cleaning and disinfec-
tion of instruments/plastic sur-
gical cassettes [no prosthetic
components]

Combined cleaning and disin-
fection (C&D):

Select the combined cleaning/
disinfectant agent and other
aids according to the criteria in
the “Validated procedure” sec-

“Combined method - Step by
step”

% tion.
S
Manual cleaning and disinfec- Cleaning (C): “Separate cleaning, if neces-

tion of prosthetic components

=2

e

Select the cleaning agent and
disinfectant agent according to
the criteria in the “Validated
procedure” section.

sary,
disinfection — Step by step”

Prepare the cleaning and disinfection solution fresh according to the manufacturer’s instructions and comply with the

maximum hold times for the solution(s).
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Combined method -
Step by step

Cleaning/disinfection

1. Place the pre-cleaned instruments in the
sieve container (e.g. ultrasonic cleaning cas-
sette art. no. 8.03.059 from Thommen Medi-

cal AG)/plastic cassettes in the ultrasonic
ﬂ device filled with cleaning/disinfectant agent.

Give the cleaning/disinfectant agent time to
take effect in accordance with the selected
indication/specified exposure time (follow
the manufacturer’s information) in the ultra-
sonic bath (at least 5 min).

The exposure time stated by the manufac-

[:]E-I turer only starts when the last instrument
has been placed in the ultrasonic bath and
this period of time must be observed. The
maximum temperatures indicated by the
manufacturer of the cleaning/disinfectant
agent must not be exceeded.

m The instruments must not touch each other.
To improve the cleaning/disinfection effect,
remove the lid of the ultrasonic cleaning
cassette during the cleaning process in the
ultrasonic bath.

remove the instruments from the cassette/
plastic cassettes from the ultrasonic bath
and rinse them at least 5 times thoroughly
for at least 1 minute each time under run-
ning water.

@ 2. Once the exposure time has come to an end,

Drying
3. Dry the instruments by blowing filtered com-
pressed air in and out.

o
o
% 4. Visual inspection of cleanliness. If residual

contamination is detected, repeat cleaning/
disinfection until no contamination is visible
any longer.
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ULTRA-
SONIC
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#

Separate cleaning, if necessary, disinfection -
Step by step

Cleaning

1. Place the pre-cleaned prosthetic compo-
nents in the sieve container (e.g. ultrasonic
cleaning cassette art. no. 8.03.059 from
Thommen Medical AG) in the ultrasonic de-
vice filled with cleaning agent. Give the
cleaning agent time to take effect in accor-
dance with the selected indication/specified
exposure time (follow the manufacturer’s in-
formation) in the ultrasonic bath (at least 5
min).

The exposure time stated by the manufac-
turer only starts when the last prosthetic
component has been placed in the ultrasonic
bath and it has been switched on. The length
of the exposure time must be observed. The
maximum temperatures indicated by the
manufacturer of the cleaning agent must not
be exceeded.

The prosthetic components must not touch
each other. To improve the cleaning effect,
remove the lid of the ultrasonic cleaning
cassette during the cleaning process in the
ultrasonic bath.

2. Once the exposure time in the switched-on
ultrasonic bath has come to an end, remove
the prosthetic components from the sieve
container and rinse the prosthetic compo-
nents 5 times thoroughly for at least 1 min-
ute each time under running water.

Disinfection

3. Place the prosthetic components in the sieve
container (e.g. ultrasonic cleaning cassette
art. no. 8.03.059 from Thommen Medical AG)
in the disinfectant solution so that they are
covered sufficiently and that the air can es-
cape completely from instruments with hol-
low bodies.

The prosthetic components must not touch
each other. To improve the disinfection ef-
fect, remove the lid of the ultrasonic clean-
ing cassette during the cleaning process in
the ultrasonic bath.



(o)

[URLTS min
SONIC

[

Give the disinfectant agent time to take ef-
fect in accordance with the selected indica-
tion/specified exposure time (follow the
manufacturer's information) without switch-
ing on the ultrasound (at least 5 minutes).

. Once the exposure time has come to an end,

remove the prosthetic components from the

sieve basket and rinse the prosthetic compo-
nents at least 5 times thoroughly for at least

1 minute each time under running water.

Drying

i

)

6.

Dry the prosthetic components by blowing
filtered compressed air in and out.

Visual inspection of cleanliness. If residual
contamination is detected, repeat cleaning
and disinfection until no contamination is
visible any longer.
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6. Checking and servicing

Essentials

Checking and servicing are an integral part of each reprocessing. Servicing is not necessary for any of the instruments of the
Thommen Medical AG implant system. No instrument oils may be used.

Use only surgical cassettes and containers that are free of defects. Replace damaged parts immediately with original parts.

If it should become necessary to replace the instrument holders because of improper use or material fatigue, the instrument
holders can be replaced individually. Please contact your local sales representative or the local state representative for the re-
placement of the instrument holders.

Step by step

= 1. Visual inspection for corrosion, damaged surfaces, splintering and distorted shapes, as well as re-
stricted function.

QX/ 20x 20« 2. Separate out damaged instruments and instruments which are limited to a certain number of uses:
% % % VECTOdrill™ ceramic drill: VECTOdrill™ twist drill, stainless steel, for multiple use: NEVO/ELEMENT
profile drill, multiple use, initial drill, guided, VECTOdrill™ guided and profile drill, guided: 20 uses.

Any use beyond this or the use of damaged and/or contaminated instruments is not permitted.

S
“H Thread tap, bone contouring instrument, bone contouring instrument+ and bone contouring instru-
ment PF 3.0 are also limited to 20 cycles.

32 © Thommen Medical AG



/. Packaging, sterilization and storage

Essentials

The following requirements apply to selecting disposable sterilization packaging (single-use packaging) according to the respec-
tive material/process:

- EN ISO/ANSI AAMI ISO 11607-1/-2
- suitable for steam sterilization (temperature resistance to at least 142°C (288°F) and sufficient vapor permeability)
- adequate protection of the instruments and sterilization packaging from mechanical damage

When selecting sterile containers (referred to below as “Containers”) the following requirements apply:

- EN ISO/ANSI AAMI ISO 11607-1/-2 and EN 868-8
- regularly service and inspect containers

Only use the sterilization procedure mentioned below for sterilization. Other sterilization procedures are not permitted.
The following points must be complied with for the steam sterilization:

- fractionated vacuum process with at least 3 vacuum steps (with adequate product drying)

- steam sterilizer compliant with EN 13060/EN 285 or ANSI AAMI ST79

- according to DIN EN IS0 17665 validated performance assessment (validated process)

- maximum sterilization temperature 138°C (280°F]; [plus tolerance in compliance with DIN EN ISO 17665-1)

- Sterilization time (exposure time at the sterilization temperature) of at least 4 minutes (or 18 minutes, prion inactivation,
not relevant for USA] at 132°C (270°F)/134°C (273°F)

The use of the less effective gravitational procedure is only permitted in the event of non-availability of the fractionated method, in
general this requires a much longer exposure time and must be validated solely under the responsibility

of the user.

The actual necessary drying time depends directly on the parameters, which are solely under the responsibility of the user

(e.g. loading configuration and density, condition of sterilizer] and must therefore be determined by the user.

Nonetheless, drying times should not be less than 20 minutes.

When sterilizing several surgical cassettes/sterile containers, the maximum loading capacity of the sterilizer must not be ex-
ceeded. Follow the instructions of the device manufacturer.

Allinstruments and sterilization trays must be exposed to a maximum temperature of 142°C (288°F).

Please contact the manufacturer of the sterilizer with regard to any questions on dimensions.

Important: No prosthetic components of any kind may be sterilized in the surgical cassette, rather they must be sterilized sepa-
rately in disposable sterilization packaging (single-use packaging).

During sterilization of the instruments in the surgical cassette, the graphic insert must be placed in the cassette to ensure full
functionality of the cassette later.
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Loading the surgical cassette, incl. screw organizer (art. no. 1.03.016) - with NEVO

Specific slots for instruments are provided for loading the surgical cassette (art. no. 1.03.016).

MONO MONO I r=val MONO insertion MONO
torque ratchet guide key devices screwdrivers

START ¥ Basic Preparation Fine Preparation o
INEVO/ELEMENT MC| CONTACT MC & RC

0,8-60'@/1e3 N*"TNeo|

T — e €2 ° LA SR A S {
é 88-0 8 @ .
Q

3.03.162 3.03.163  3.03.165 3.03.166 3.03.167

PF3.5

é % ° :

Instruments for

mechanical operation
Adapter

3.03.249 3.03.240

@S0 6 = 6

500 rpm PF5.0

PF4.5

&8-0 0 6 @

400 rpm

' ' ELEMENT only : E : i
® Single uee : : @ * @ @ . @ E ° E E Screwdrivers
@ @ . : ; : eome 3.03.500/501 3.03.501/502  3.03.502/503
s s — '
VECTOdrill™ 5 e 3 U g
twist drill ' ' : 5 . ;
%) Length Stainless steel Stainless steel Ceramic E E E i E E
@2.0 29.0 3.03.624 Q4 3.03.710 3.03.660 : pooet R EE R EE R R R
34.0 3.03.610 Q4 3.03.720 3.03.661 """""""""""""""""
40.0 3.03.611 Q4 3.03.730 T ' b
2.8 29.0 3.03.625 Q4 3.03.712 3.03.662
34.0 3.03.612 Q4 3.03.722 3.03.663
40.0 3.03.613 Q4 3.03.732
&35 29.0 3.03.626 Q4 3.03.714 3.03.664
34.0 3.03.614 Q4 3.03.724 3.03.665
40.0 3.03.615 Q4 3.03.734
4.3 29.0 3.03.627 Q4 3.03.716 3.03.666
34.0 3.03.616 Q4 3.03.726 3.03.667 :
40.0 3.03.617 Q4 3.03.736 @ ®
#5.3 29.0 3.03.628 Q4 3.03.718 3.03.668
34.0 3.03.618 Q4 3.03.728 3.03.669 ﬂ 5
Profile drill Profile drill Profile drill Optional
Depth gauge NEVO/ELEMENT ELEMENT CONTACT
| In addition to the clearly
Tttt designated slots for instru-
ments there are also slots
2.0 3.03.630 3.03.751 3.03.651 Q4 3.03.640/641 Q4 that can be loaded as desired
2.8 3.03.632 30752 | 303753 loptional instruments).
3.5 3.03.634 3.03.754 3.03.655 Q4 3.03.644/645 Q4
4.3 3.03.636 3.03659 Q4 3.03646/647 Q4

5.3 3.03.638

Drill A Important: Sterile instruments for single use (@ &= ) may only be placed into the specific slots in the cassette after ster-
extension ilization.
3.03.230/231
If you have an older version or generation of the cassette, please see the information on loading in the older instructions for
% use: www.ifu-tm.com/THM61131.
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Packaging - Step by step
1. Inspection of dryness (e.g. blotting paper test], additional drying in a clean place, if required.

2. Packing
a. Surgical cassette (art. nos. 1.03.030 and 1.04.020): place the graphic insert in the surgical cassette.

A Important: When inserting the graphic insert, art. nos. 8.04.031 and 8.04.040, make sure that it does not come into
contact with the instruments. Using both hands, carefully hold the graphic insert oriented horizontally above the in-

struments and place it on the base of the surgical cassette without it coming into contact with the instruments.

o
%% Surgical cassette, incl. screw organizer (art. no. 1.03.016): place the instruments in the
slots provided.

U
% @ Then pack the surgical cassette in disposable sterilization packaging (single-use packaging) or
sterile container suitable for sterilization for the surgical cassettes art. nos. 1.03.030 and 1.04.020.

U
% @g b. Prosthetic components: pack in disposable sterilization packaging [single-use packaging).

Sterilization - Step by step

- 1. Place the cassettes in the container and the prosthetic components packed in disposable sterilization packaging
|O| in the steam sterilizer. Do not stack the containers in the steam sterilizer.

@ 2. Start the program.

3. After the sterilization cycle has ended, let the cassettes/containers cool down with sufficient air circulation.

Storage and transport

o Sterilized medical devices should be used immediately after sterilization. If it is necessary to store these devices, it is
g% "1 important to precisely follow the instructions for the sterile containers and accessory systems used.

The packaged sterile items must be protected from dust, humidity, light and recontamination during transport and
? storage. The instruments must be removed immediately before use.

Immediately before use

A Important: Additional sterile instruments for single use (e.g. profile drills) may only be placed into the designated instru-
ment holders of the surgical cassette after sterilization.Sterile instruments/prosthetic components must be loaded under
sterile conditions (sterile assistant) and care must be taken to ensure that the sterile instruments in the cassette are not
contaminated by this process.
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11. Symbols

Mo

Thommen Implant System Z\ Keep away from sunlight
o~
THOMMEN
Medical _ 5 Rx only May only be sold to and
msst;ingigérzzzzgen Medical A prescribed by physicians (USA)

2540 Grenchen, Switzerland Medical device
www.thommenmedical.com

Unique device identifier
Symbols

Colored warning sticker

Lot number Application was changed - follow the directions in the

corresponding instructions for use.
& Usebydate NEW HANDLING

New design - the application has not been changed.
@ Date of manufacture NEW DESIGN

Sterile indicator - red means it has passed through a
source of radiation

() Single sterile barrier system .

Single sterile barrier system with
;
protective packaging inside

Sterilized using irradiation

@ Not more than 20 reprocessing cycles

[eTrer] European representative

Temperature limitation

Do not re-use

Non-sterile

Caution

& B> b

Article number

C Conformity symbol in accordance with Directive No:
o MDD 93/42/EEC or Regulation (EU) No: 2017/745
MDR (see corresponding conformity declaration)

m

Consult instructions for use

Do not resterilize

Do not use if package is damaged and consult
instructions for use

Atmospheric pressure limitation

Manufacturer

Importer

KRYED ©@ ® K

Distributor
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9. Product list

Article number | Description UDI-DI

1.03.016 Surgical cassette, incl. screw organizer, 291.0 x 170.0 x 65.5 mm 07640156476590
1.03.022 Prosthetic cassette, incl. screw organizer, 190.0 x 140.0 x 58.0 mm 07640156476583
1.03.030 Surgical cassette, for mechanical cleaning 276.0 x 176.0 x 59.5 mm 07640156478181
1.03.056 Silicone holder set, for surgical and prosthetic cassettes 07640156476576
1.03.057 Silicone holder set, for profile drill, colored, for surgical cassette 07640156472486
104.020 g?és.%e;tf%c?(r]iugg.eSdnirunrg., PF3.5-PF4.5/L6.5-L12.5 for mechanical cleaning, 07640182640637
8.03.018 Screw organizer for surgical cassette, 50.0 x 56.0 x 20.5 mm 07640156472943
8.03.019 Screw organizer for prosthetic cassette, 56.0 x 47.0 x 28.0 mm 07640156472936
8.03.059 Ultrasonic cleaning cassette 07640156472912
8.03.090Q2 Instrument holders, cassette, size S 07640156478235
8.03.091 Instrument holder, cassette, size M 07640156478266
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M HEADQUARTERS

Thommen Medical AG
Neckarsulmstrasse 28

2540 Grenchen | Switzerland
Tel. +41 61 96590 20

Fax +41 6196590 21
info@thommenmedical.com

SUBSIDIARIES/NATIONAL DISTRIBUTORS

AUSTRIA

Thommen Medical Austria GmbH
Mihlgasse 3

2322 Zwélfaxing | Austria

Tel. +43 660 2011953
info@thommenmedical.at

BENELUX

Thommen Medical Benelux B.V.
Dierenriem 1

3738 TP Maartensdijk | Netherlands
Tel. +31 30 68 68 468
Info.benelux@thommenmedical.nl

CHINA

Shanghai Yujing Trading Co., AG.

Room 1112 | Block A | SOHO Zhongshan Plaza
No. 1055 West Zhongshan Rd | Changning District
200051 Shanghai | P.R. China

Tel. +86 2180121250

Fax +86 21 62175264

sy@shanghaiyujing.com

CZECH REPUBLIC

C. Witt Dental spol. s r.o.

Bohuminska 1227/98

710 00 Slezska Ostrava | Czech Republic
Tel. +420 739 043 449
office@cwittdental.cz

FINLAND

B Imports Oy
Fabianinkatu 31 C
00100 Helsinki | Finland
Tel. +358 40 070 0193
thomas@betterbite.fi

FRANCE

Thommen Medical France

Le PARK, Batiment B, 1 Rue Charles Cordier
77164 Ferrieres-en-Brie | France

Tel. +33 1 83 64 06 35
infos@thommenmedical.fr
commande@thommenmedical.fr

GERMANY

Thommen Medical Deutschland GmbH
Am Rathaus 2

79576 Weil am Rhein | Germany

Tel. +49 7621 422 58 30

Fax +49 7621 422 58 41
info@thommenmedical.de

HONG KONG

Shengyuan (Hong Kong) Int. Trade Co. AG.
Level 13, 68 Yee Wo Street

Causeway Bay | Hong Kong

Tel. +852 530 876 41

HUNGARY

Mori-Dent Kft.

Huszt utca 9 | 1147 Budapest
Hungary

Tel. +361 220 5443
morident@morident.hu
www.morident.hu

ITALY
Thommen Medical Italia S.r.L.

Head office: Via Goethe, 7 | 39012 Merano (BZ) | Italy

Administrative and operational headquarters: Via
Caduti di Amola, 11/2 ] 40132 Bologna | Italy

Tel. +39 051 281 98 15 - 498 76 32
assistenza.it@thommenmedical.com
ordini.it@thommenmedical.com
corsi.it@thommenmedical.com
www.thommenmedical.com

C€
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JAPAN

J. Morita Corporation

3-33-18, Tarumi-cho

Suita | Osaka 564-8650 | Japan
Tel. +81 6 6384 6921

Fax +81 6 6384 6746
www.morita.com

JORDAN
Alzynoor for Medical Supplies
Complex No. 243

Barakat Center office 406, JO-Amman 11953 Jordan

Tel. +962 655 39020
alzynoor.medical.jo@gmail.com

KUWAIT

Logident

Yasmin Complex, 1st floor, Office B1
lbn Khaldoun, St Hawally | Kuwait
Tel. +965 5113 8438
omar.alameddin@logidentco.com

LITHUANIA/LATVIA

LT projects, UAB
Europos pr. 121 | Kaunas
LT-46339 Lithuania

Tel. +370 65 771550
info@fordentist.lt
www.fordentist.lt

NORWAY

Novus Dental AS
M3keveien 6

1679 Krakergy. | Norway
post@novusdental.no
www.novusdental.no

OMAN

Al Inshirah Street, Madinat Sultan Qaboos
Building No.185, Way No.1947

P.0. Box 1181, P.C. 112.

Ruwi, Muscat,

Sultanate Of Oman

Tel. +968 24602771
sam@almadinagroup.net

POLAND

C.WITT DENTAL Sp. z 0. 0.

UL. Granitowa 10

87-100 Torun | NIP 951-15-08-371 | Poland
Tel. +48 56 623 61 23

biuro@cwittdental.pl

www.cwittdental.pl

QATAR

Orient gate company

Al - Nasr, Area 39, Street 840, Building No: 53
P.0. Box 45393 | Doha Qatar

Mobile +974 50389808
lyaseen@orientgatega.com

REPUBLIC OF CROATIA

Futura Dental d.o.o.

Ulica grada Vukovara 271 | Chromosov toranj
10 000 Zagreb | Republic of Croatia

Tel. +385 144 668 35

info@futura-dental.hr

www.futura-dental.hr

RUSSIAN FEDERATION

Geosoft Surgery LLC.

Vasnetsova Lane, House 7, Office 206
129090 Moscow | Russian Federation
Tel. +7 495 663 22 11
thommenmedical@geosoft.ru
www.geosoft.ru

SAUDI ARABIA

INNOVATION MEDICAL COMPANY

7324 King Abdulaziz Road

Ar-Rabi District

13315 Riyadh | Kingdom of Saudi Arabia
Tel. +966 50 926 5010
contact@innovation-medical.com

SINGAPORE

FONDACO Pte AG

7 Kaki Bukit Road 1, #03-06
Eunos Techno Link
Singapore 415937 | Singapore
Tel. +65 6392 2806

Fax +65 6392 1296
fondaco@fondacosg.com

SOUTH KOREA

KMbio

02 Ho, 129, Dongseo-daero
Seobuk-gu, Cheonan-si
Chungcheonnam-do
Republic of Korea

Tel. +82 070 3141 2875
kmbio149@naver.com

SPAIN/PORTUGAL
Thommen Medical Ibérica
C/Los quintos n 1

03350 Cox (Alicante) | Spain
Tel. +34 96 536 10 20
Mobile +34 606 99 78 34
info@thommeniberica.com

SWEDEN

Erik Séderberg Group AB
Bjornkarrsvagen 112

187 42 Taby | Sweden

Tel. +46 70 567 00 67
erik@hommenmedical.se
www.thommenmedical.se

SWITZERLAND

Thommen Medical AG
Neckarsulmstrasse 28

2540 Grenchen | Switzerland
Tel. +41 32 644 30 20

Fax +41 32 644 30 25
info@thommenmedical.ch

TAIWAN

En-Jye International Co., AG.

No. 18, Lane 177, Sec 3, Chengde Rd.
Taipei, 103 Taiwan | Taiwan

Tel. +886 2 2585 1669

Fax +886 2 2585 0892
enjye168@gmail.com

TURKEY

Bioport Biyolojik Maddeler A. | S.

Biytikdere cd. Subay evleri 9. Blok D1 Esentepe
Sisli 34394 Istanbul | Turkey

Tel. +90 212 2727577

Fax +90 212 2727628

info@bioport.com.tr

www.bioport.com.tr

UKRAINE

BIG TIME GROUP AG

Kyivska 5/1A | 46016 Ternopil
Ukraine

Tel. +380 67 54 60 147
btgukraine@gmail.com
bigtimegroup.com.ua

UNITED ARAB EMIRATES

City Pharmacy Co WLL

Taweelah, KIZAD Sector KHIA 9 | Plots 68 &69
P.0.Box 2098, Abu Dhabi | UAE

Tel. +971 507 407 047 or +971 5056 20568
faisal.m@citypharmacy.com
moawia.zaharna@citypharmacy.com

USA/CANADA

Thommen Medical USA L.L.C.
1375 Euclid Avenue | Suite 450
Cleveland OH 44115 | USA
Tel. +1 866 319 9800 (toll free)
Fax +1 216 583 9801
info@thommenmedical.us
orders@thommenmedical.us
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