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1. At a glance

These instructions for use apply to all guided surgery specific instruments PF 3.5-PF 4.5/ 6.5-L 12.5.
See Chapter 12. Product list.

If you have an older generation of the graphic insert (without NEVO] for guided surgery, please see the information on the drilling
protocol from the older instructions for use at: www.ifu-tm.com/THM61144.

A Attention: Only use original Thommen Medical AG instruments.

You can find information on the Thommen Medical AG implant system at: www.ifu-tm.com/THM61112 or
www.ifu-tm.com/THM61113.

For more information on guided surgery of other platforms and lengths, please refer to the VECTOdrill™ pilot drilling solution at:
www.ifu-tm.com/THM61141. For more information on the standard surgical procedure, including the use of standard instru-
ments, visit: www.ifu-tm.com/THMé1141.

Intended use

Thommen Medical instruments are to be used in conjunction with the Thommen Medical dental implant system in the
maxillary and mandibular jawbone for implant-supported dentures.

Cleaning, disinfection and sterilization

& Attention: Process the cassette and instruments before their first use.

Single-use products:
All products, which are supplied in a non-sterile state, must be sterilized before first use, unless stated otherwise.

Multiple-use products:

All multiple-use products must be cleaned, disinfected and sterilized before first use. An effective cleaning and disinfection are
absolutely necessary prerequisites for an efficient sterilization for re-use. For further instructions on the sterilization of guided
surgery specific instruments, prosthetic components and surgical cassettes, please refer to the valid Thommen Medical AG pro-
cessing instructions (www.ifu-tm.com/THM61131).

Storage

The products must be stored in their original packaging, at room temperature, and protected from direct sunlight.
The specific instructions regarding transport, storage and handling on the labels and instruction(s) for use must be observed. If
the packaging is damaged, the products must not be used; a visual inspection is necessary.
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Disposal

In the case of cutting products, there is always a risk of injury. These products should be disposed of in an environmentally
friendly way and in compliance with local laws and regulatory requirements. Hazardous waste including contaminated products
or sharp objects should be disposed of in appropriate containers that correspond with the specific technical requirements. For
products and their accessories, which have been used on a patient, there is a risk of infection. Our products are designed and
produced so that they can be disposed of safely and correctly after use in compliance with all valid legal and regulatory require-
ments.

Responsibilities/Liability

As part of an overall scheme, Thommen Medical AG products may only be used with the associated original components and in-
struments in accordance with the instruction(s) for use provided by Thommen Medical AG.

The use of non-system parts may compromise the performance of Thommen Medical AG products and lead to failures. Users
must have appropriate knowledge and information about the handling of Thommen Medical AG products in order to use the prod-
ucts safely and correctly. The user is obliged to use the Thommen Medical AG products according to the instructions for use and
to check whether the product is suitable for the individual patient situation. The use of Thommen Medical AG products is the re-
sponsibility of the user and, as such, is beyond the control of Thommen Medical AG. We refuse to accept any responsibility or lia-
bility for any damage due to incorrect utilization of the product. Products labeled “Do not re-use” may not be reprocessed and/or
reused. The reprocessing and/or reuse of these products can affect their function (e.g. fitting and/ or cutting properties) as well
as their safe use (e.g. risk of infection, disease transmission, fading of the laser or color marks, corrosion). Detailed information
about the possible consequences, which may result from incorrect use, is available from the responsible country representative
or distributor of Thommen Medical AG.

All serious incidents which have occurred in connection with the product must be reported to the manufacturer and to the local
competent authority in the country where the user is resident.
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2. Cassette and instruments for
guided surgery

@ B =

L]

CER \

E [ r=val :
| 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 — a : | :
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: 885555555555555555555555535555555585555555555555555555535855555558 | oononononooonooonoon
O A O E . A mm A O A L7 N NS N N N o oo o e
Special slots are provided for loading the cassette with B(DDDD) DDDD) DDDD) (DDDD) (DDDD) (DDDD_DDDD) DDDD
instruments. When loading, pay attention to the identification |8 0000100000000 0000N0000N00ooo| 0ooo DDDD 00000000000000000000
9 pay aten 8 0000 (0000 (0000 H | (8000 (0000 |0000H-000d| (8000
code on the dental shaft and graphic insert. Ca g | I O o o o o | [ 0000 (oo |00oo—a000) [000d
gg__] 0000|0004 DDDD 0000y 0000 bOod DDDD
D)~ (¢ D) ( D) InsertionTools  :  Screwdrivers
[u] :
Example: 5 @UU suideasurgery |0 0000 0000 O000-0000 0000 g
MONO 4
B é L= ) Basic Preparation Start W &2.0/L4.0 ) 'F‘ig‘l,lobrlllstop > :'23;;‘5‘:2:4’} coNTACT ) Implant Insertion {
; %Lé S_Q_ . of ¢ g § - . : i Me ; Me Le| |Mc g
] E g 2|8 : 3 2CiLe MC 250 rpm ‘E RC 250 rpm RC .
2.8 % g H Lesfl LB.DH MC , RC MC Em:mmpm A Optlonal MONO MONO
600 rpm ol |a ; Q @ 1 instruments* insertion device* screwdrivers*
' E o |o "".. us Stainless steel/PEEK Stainless steel/PEEK
| ! SmE 600 rpm e | BES5 Scravidr vers . In addition to the clearly designated slots, additional slots
. ' el=e N 3 3 are available for other instruments.
"""""""""""""""""""""""" [ s A ; ; 3.03.162 3.03.163  3.03.165  3.03.166  3.03.167
i o 1% 3 3 f —
! o = % o 2338 O PF4.0 T'
T m T ooooooooooooooooooooooooooo 2 +* ; === c * Standard instruments (see www.ifu-tm.com/THM61141 and 0 @
: HE O § @ Q O O O Q Q wwawfu-tm.com/THM31111) I
! 4 : . . )
: a g 1 PF 4.5 | PFA5 i )
i yTTTTTTTTTTTTTTm T mmmmmmmmmm T T ﬁp-tlu-n;ll-n;tr-ul;\ﬁt-s """"""""""" : N : D
= = QOQQOOEQOQ?QOQ Co A\
' : »m. . ' , ‘% Max. 20 use cycles [surgery, cleaning, sterilization) for cutting instruments. Further
20x 20x PFLO® T T T A Remove insert for ' ' .
> > PFi5®, e L : : : use cycles no longer guarantee the function of the product.
e s QO@QQQQOQEQOO Lo
4075 405t \UroMEN P r o L w ) A Cooling during drilling, approx. 5°C/ 41°F.
zzl o/ Y V™ < i 20 ' '
! (0 : 1
Do @20 @28 @35 N % : '
' ' ! : °C/ :
=\&1°F
800 rpm 800 rpm 600 rpm 500 rpm 600 rpm 500 rpm < 15 rpm
E E E ! E E 250 rpm |
Implant insertion Adapter for
Adapter, guided handpiece, one-piece
Stainless steel  agapter Screwdrivers Screwdrivers Stainless steel
guided short extra short PF 3.5 PF 4.0 PF 4.5
Basic preparation Basic preparation (soft and Lengthmm 255 22.0 17.0 Length mm
Initial drill, Basic preparation medium bone) Fine preparation 3.04.090 3.03.501 3.03.500 24.0 3.03.248 3.03.251 3.03.241
guided VECTOdrill™ pilot drill and twist drill, guided NEVO final drill step Profile drill, guided
Stainless steel VECTOdrill™ twist drill, guided  Stainless steel
L4.0 L6.5 L9.5 L12.5 L8.0  L11.0 Stainless steel NEVO/ELEMENT MC  CONTACT RC CONTACT MC
Length mm 28.5 Lengthmm 315 34.5 37.5 33.0 36.0 Lé.5 L8.0 Length mm 30.5 325 34.0
@2.0 3.04.110 2.0 3.04111  3.04.113  3.04.115  3.04.112 3.04.114 Lengthmm 315 33.0 PF3.5 3.04.151 3.04.161 3.04.171
2.8 3.04121  3.04.123  3.04.125  3.04.122 3.04.124 2.8 3.04121  3.04.122 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
3.5 3.04131 3.04.133  3.04.135  3.04.132 3.04.134 3.5 3.04.131  3.04.132 PF 4.5 3.04.153 3.04.163 3.04.173
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3. Planning and preparation

Drilling template preparation

Before the surgery, the drilling template must be checked for correct function (correct fit, stability, space) in the patient's mouth.

The alignment of the guide sleeves must correspond to the preoperative planning.
The respective manufacturer of the drilling template guarantees the compatibility of Thommen Medical AG guide sleeves with the

drilling template. For sleeve assembly, see Chapter 8.

Planning software: You can find information on the compatible planning software solutions at www.thommenmedical.com

Drilling

A Attention: AL VECTOdrill™ twist drills are 0.5 mm longer apically than the specified length of
the corresponding Thommen Medical AG implants. In order to avoid complications, this must
be taken into account when selecting and positioning the implant, particularly in proximity to
anatomical structures.
Note: If the guided surgery cannot be performed as planned, the guided instruments are also
suitable for the standard procedure:
- Use the depth marks for depth control as shown on the graphic insert | PF
- Start with the VECTOdrill™ pilot drill, guided; do not use the initial drill, guided
- Sequential reprocessing with VECTOdrill™ twist drills and profile drills, guided, if necessary = 1
- Use the adapter, guided, for implant insertion E L11.0
. (i
* E

Attention: Check the drilling depth of the implant bed after the first pilot drill step using the respective laser markings on the

drill or using the depth gauge.
For NEVO implants, it is possible to check the final drilling depth and drilling axis using the drilling sequence until the penulti-

mate drilling. Only the drilling axis can be checked with the final depth gauge.

Anatomical structures

The mesiodistal position of the implants can be easily estimated by using a periodontal probe placed in the vestibular region or

determined with a gauge.
The required minimum gap width for the sleeve and minimum height for the instruments must be considered.

Bone level Q

Il

T

fg""‘
ay

.
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4. Basic preparation (VECTOdrill™)

conTact )

Guided Surgery
) Basic Preparation
Los

meartionTosls | Screwd
Sar W GLOLD ¥ FnalDrillstep | Ty ) implantinsertion
800rpm. 95 NEVO NEVO/ELEMENT CONTACT
==L 12 ss| | izs Mc i M Lef Me
LL 95, L110.., t': f
$ Lson® RC/LC Mc i
i E b R 0 250rpm i rclosomm e
rom
E_ L6S ﬂ. L8.0. MC = RC MC
L125. Landl L0, i CIE—> A
o : PF35 | PF35 Serewdrivers
o s ; —— 5
& 2 2 PFé0 | PF40
’ . O | O O )
Optional Instrum

,W,,\OQQQOQQ

PFLO®

PF35
PF35

PF@4.5 @4.0

PF@45 4.0

(PFi5®, /\ Remove insert for cleaning

OO0 O
0000000000

Double-guide principle

ALl VECTOdrill™ twist drills stepped guide tip which corresponds
to the diameter of the preceding drill. This axis guidance pre-
vents slippage of the drill and ensures a precisely shaped im-
plant bed.

Physical depth control

A Attention: No drilling sequences may be skipped to ensure the
double-guide principle.

Laser markings for
depth control

J_ A sleeve offset (5.0 mm]

10.0 mm

VECTOdrill™ geometry
and guidance

&2.8/L11.0 &3.5/L11.0 &3.5/L8.0

Drilling

A Attention: All holes must be drilled while constantly cooling the
exterior with physiological, sterile, cooled saline solution (ap-
prox. 5°C/41°F). Recommended rotation speeds [pages 6-7)
must be adhered to in order to avoid overheating the bone tissue
and possible instrument fractures. Lateral forces must be
avoided to prevent retention of the guide sleeve in the drilling
template. Do not start drilling until the drill is positioned on the
bone. Ensure continuous rotation of the drill during extraction.

Guide sleeve

A Attention: The guide sleeves are intended for single use only.
Multiple use does not guarantee correct functioning of the

@53 mm
sleeve.
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5. Fine preparation (profile drill)

..............

AQQOQQOQQ

OO
Q Q.
O
O C

QOOO

THOMMEN

Selecting the profile drill
The profile drill is selected according to implant type and platform size as specified on the graphic insert.

Bone level

No profile
drill necessary

CONTACT MC CONTACT RC NEVO/ELEMENT MC NEVO/ELEMENTRC  NEVO/ELEMENT LC

10 © Thommen Medical AG



6. Implant insertion

Guided Surgery
0 mow
) FinalDrillStep ¥ Fine Prepartion
95 NEVO NEVO/ELEMENT coNTACT
os| | s Me i e Lc| uc
RC/LC MC @: H
N el I = | % = o
Lol L||UE_ Les tsofl MC 7 Re >
e 2za PF35 | PF3.5
- i S
O C-0 0,00 00(0
o 23 PFL0 ! PF4.0
2 o : —
3 i
[ d H
2| 1
4 i
i PF45 | PF45
Optionat Instruments .
Tpr3s Q Q Q Q Q Q Q O O Q Q O
e /) Remove insert for cleanin
9
\PFL5 @, E
ML= 2 B 4 5 6 7 8 9 10 n PR

f Taking up the implant and engaging for implant insertion

Attention: Push the handpiece with inserted adapter over the insertion aid until it makes contact with the APLIQUIQ® or implant

container. For guided implant insertion, press the insertion aid deeper into the adapter until a click sound can be heard. This
sound confirms the correct positioning. Also check this visually.

Adapter, guided
(3.04.090)

Use the same procedure for the standard implant packaging.

Implant insertion: Visual depth control

LC Q RC MC
D =
Bone level

Adapter for handpiece, one-piece

The one-piece adapter for handpiece engages directly into the implant hexagon.

It can be used after initially positioning the implant in the bone, after the insertion aid has
been removed.

Rotation index: Implant alignment

© Thommen Medical AG 11



/. Surgical procedure

NEVO - surgical procedure

Two drilling protocols are available for the implant bed preparation for NEVO implants. For the preparation of the final diameter,
at least the VECTOdrill™ twist drill with L 6.5 mm must be used for RC and LC implants.

At least the VECTOdrill™ twist drill with L 8.0 mm must be used for MC implants. This applies to all implant lengths. This means
there is no underpreparation and compression of the adjacent bone is prevented. You can find detailed information on this in
Surgical Procedure www.ifu-tm.com/THMé1141.

Drilling protocol for soft and medium bone Drilling protocol for hard bone

Using NEVO RC, PF 4.0, L 11 mm as an example, the Using NEVO RC, PF 4.0, L 11 mm as an example, the

two final drilling steps are shown below. two final drilling steps are shown below.

For the preparation of the final diameter, the For the preparation of the final diameter, the

VECTOdrill™ twist drill & 3.5 mm/L 6.5 mm must be used. VECTOdrill™ twist drill @ 3.5 mm/L 11 mm must be used.
$2.8/L11  835/L65 ¢3.5/1L8.0 ©@35/L11

12 © Thommen Medical AG



NEVO drilling protocol for soft and medium bone
RC, MC, LC

Tnsertion Tool

VgL EE

MONO

¥ Start

T I Always start with the initial drill.

) Basic P

) Basic preparation for NEVO:

Il Follow the planned implant length (L)

Il to the planned NEVO platform (PF).

) Finaldrill step for NEVO:
Then perform the final drilling step in the section
final drill step NEVO following the right of the
line. Use the final drill according to the planned

St W @20/ 40 3 ) Finslrillsten e ) implant Insertion
800rpm ss| | [125 NEVO NEVO/ELEMENT CoNTACT
i MC 5 MC Le| Mc
L s, I LL110 ., o :
L 8. “\ Ll RC/LC MC |

250rpm Rel250pm Re

T5rom
I Lssﬂ qu_g. L|ZSE_ Lsof L||HE_] Les ool MC 7 Re MC >

E\
PF35 CONTACT
—
S
~

PF3.5 PF3.5 Screwdrivers

()
JOJONO!

3 s e === PF and collar type, RC (1.0 mm) / LC (2.5 mm) or
H Q MC (0.5 mm)
P b Fine preparation for NEVO MC (0.5 mm:
O O O O O O O O O O O O Use the profile drill according to
\EEEE:J /N Remove insert for cleaning the planned PF

p Implantinsertion:
Use the adapter as far as the depth
mark of the planned collar type RC (1.0 mm),
LC (2.5 mm) or MC (0.5 mm)

=O00000000000Q

The sequential implant bed preparation in accordance with the implant diameter as well as the implant length ensures constant
guidance of the instruments in the guide sleeve.

Example - NEVO for soft and medium bone - NEVO RC, PF 4.0,L 11 mm

@U U Guided Surgery é
L
H ) Basic Preparation e 5 P Fietbritsie P Finspreparation conacr ) implant Insertion 3
gz . L125 S5l B2s I3 4 e L) e 2
I R sarsL 95, BL110 g ; e
2|58 i r_l. 65 E L 8.0 é 8l |y RC/LC MC gy _' e m':f“
usﬂ L‘Iﬁ_g_ L12.5. LB,DH Lesf LBVU-B- MC ; RC MC [ =" A
£ |8 =3 @ O
- ," o 2.8
Rt Ky Sorpm PF35 PF35 Serewdrivers
2 2 o L2 & L — B
CHH
i H O @9 ©,0 000 O
> = Rt & (2l PF4.0 PF4.0
B o e o [ c
: -0 O-0 O O OO
= PF4.5 PF4.5
Optional Instrum
WQQQOQQQQQQOQ
\:::: :J A\ Remove insert for cleaning
000000000000
THOMMEN

02.0/L4.0 ?02.0/L8.0 02.0/L1 02.8/18.0 02.8/L11 ?#3.5/L6.5

For NEVO RC, PF 4.0, L 11 mm the final drill step is VECTOdrill™ ¢ 3.5 mm /L 6.5 mm
(3.04.131). No profile drill is necessary.

© Thommen Medical AG 13



NEVO drilling protocol for hard bone
RC, MC, LC

For preparation of the implant bed for NEVO in hard bone conditions, in deviation from the standard preparation the planned implant
length (L) must be prepared. The ELEMENT protocol must be followed.

Tnsertion Tools ;5

@ T T Screwdrivers
4 @ MONO

St nvzz oLce Final Drillte Fine prep Implantnsertion
os) | s P R P et coNTACT A=
i Me Lep e
“w &= |
L80s RC/LC MC H

250rpm i Relzs0rpm
L|2.5E.

¥ Start

I Always start with the initial drill.

) Basic preparation for ELEMENT:

Il Follow the planned implant length (L)

Il to the planned platform (PF).

) Fine preparation for NEVO MC (0.5 mm]:
Use the profile drill according to
the planned PF

) Implantinsertion:
Use the adapter as far as the depth
mark of the planned collar type RC (1.0 mm],
LC (2.5 mm) or MC (0.5 mm)

Guided Surgery

Nevo ()
e

e
L, nﬂ I_110_E_ Lesfl Lol MC " Re MC e

Q ()
-0

LvsH

PF35

0 rpm PF3.5 PF3.5 Screwdrive

PF@4S5 @4.0

500rpm. PF4.0 PF40

’----OQOOOOO

PFi0®
\PFL5@, /N Remove insert for cleaning

=000000000000

THOMMEN

The sequential implant bed preparation in accordance with the implant diameter as well as the implant length ensures constant
guidance of the instruments in the guide sleeve.

Example - NEVO drilling protocol for hard bone, NEVO RC, PF 4.0, L 11

o
om0

CONTACT

U Guided Surgery

) ee ation

Start W @2.0/L40 ) Final Drill Step ) Fine Preparation ) implant Insertion

a00rpm e NEVO NEVO/ELEMENT coNTACT
65| | 125 MC i Me Le| e
L1100, i‘z H
Lsont 8 RC/LC MC f
: n " 250 rpm H Rel250rom RC

Ls,:uﬂ [L n nﬂ‘ Lesf Laofl Mc [ Re Mc e

NEVO

PR35
PR35

PF@4.5 @4.0

PF35
PF@L5 @40
S

-® 0000000
I (<O-0 &@® O OO0 0|00
=0 00000000000
000000000000

1 2 3 4 5 6 7 8
02.0/L40 ©2.0/L80 ©2.0/L11 ©2.8/180 ©2.8/L11 ©35/18.0 ©35/L11

v

A Attention:

However, when implants are placed in extremely hard bone (such as, for example, in the case of a strongly
atrophied edentulous mandible), thread-tapping may be indicated. You can find information on this at:
www.ifu-tm.com/THM61141.
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ELEMENT - surgical procedure

The following standard drilling protocol is for the implant bed preparation for ELEMENT implants.
Using ELEMENT RC, PF 4.0, L 11 mm as an example, the final two drilling steps are shown below.

?#35/18.0 @3.5/L11

[ i

Ay

¥ Start

Guided Surgery
U I Always start with the initial drill.

—a

4

) Basic preparation for ELEMENT:
Il Follow the planned implant length (L)
Il to the planned platform (PF).

) Basic Preparation Sart W G20/L40 3 ) Finslrillsten CErETon » implant Insertion
800 rpm ss| | [125 NEVO NEVO/ELEMENT CoNTACT
4 MC § Me Le| Mc
{2 L 95, I AL s = :
L80n: 1 RC/LC MC H

250rpm Rel250pm Re

E 1 T
L125 Lsofl L11.0 Les [EX Mc |7 Re MC CE—=

) Fine Preparation for ELEMENT MC (0.5 mm):
Use the profile drill according to
the planned PF

PF3.5 PF3.5 Screwdrivers

()
O 0.0

P PFa0 . P Implantinsertion:
O Use the adapter as far as the depth
o mark of the planned collar type RC (1.0 mm),
Wm0 0000000000 g| “rmeeeem

PF4O0@® . B
FFiSE), /\ Remove insert for cleaning

=0 0000000000

The sequential implant bed preparation in accordance with the implant diameter as well as the implant length ensures constant
guidance of the instruments in the guide sleeve.

© Thommen Medical AG 15



Example - ELEMENT RC, PF 4.0, L 11 mm

Irln\.i

AR

U Guided Surgery
5 asic Preparation

g

g

8

qu_g.

804 040/00000000

Start W §20/L40 = ) FinalDrillStep ) Fine Preparation ) implant Insertion
800rpm z NEVO NEVO/ELEMENT conTacT
125 e i Me L] uc
L1104,
Lo RC/LC Mc

om0

250 rpm i Rel2s0rpm RC.
15rpm
L2 5_E_ Lsuﬂ_ - Les s Mc T Re MC

“:“' B PF35 PF35 e @
20 @ OO0 00 0C

I = -0 6 O 0000

PFi0®

O
0000000000

1 2 3 4 5 6 7 8
02.0/L40 ©2.0/180 ©2.0/L11 ©28/L80 ©28/L11 ©3.5/L8.0 ©35/L11

A Attention:

However, when implants are placed in extremely hard bone [such as, for example, in the case of a strongly atrophied
edentulous mandible), thread-tapping may be indicated. You can find information on this at: www.ifu-tm.com/THM61141.
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CONTACT - surgical procedure

The following standard drilling protocol is for the implant bed preparation for CONTACT implants.
Using CONTACT RC, PF 4.0, L 11 mm as an example, the final two drilling steps are shown below.

?02.8/L11

CONTACT RC PF4.0
Profile drill

i

is

i)

U Guided Surgery
[

NEVO
CONTACT,

Start W @2.0/L4.0
800,

53]
I L1105

5
125

Leoat o ln

) FinalDritsten
NEVO

RC/LC MC

L nﬁ]

PF35
PF35

PF@LS @40
PF@LS @40

Lsof

¥ Fine Preparation
NEVO/ELEWENT
115 ;

250rpm

MC

PF3.5

PF4.0

PF45

CONTACT
MC

Rel250mpm

RC

PF3.5

PF40

PF45

MC

) implantnsertion
Lef uc

=

THOMMEN
Modical 1

D000000

A\ Remove insert for cleaning

O

OO0O0O00

QQOOOOOOOOC

Start
Always start with the initial drill.

Basic preparation for CONTACT:
Follow the planned implant length (L)
to the planned platform (PF).

Fine preparation for CONTACT RC (1.5 mm):
Use the profile drill according to
the planned PF

Implant insertion:

Use the adapter as far as the depth

mark of the planned collar type RC (1.5 mm),
or MC (0.5 mm)

The sequential implant bed preparation in accordance with the implant diameter as well as the implant length ensures constant
guidance of the instruments in the guide sleeve.

© Thommen Medical AG
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Example - CONTACT RC, PF 4.0, L 11 mm

UU Guided Surgery g
g
15 ST >l PRECHEES  conmaer el g
B RTINS = ; b T E
Losh qu_g_ L12 5_E_ s Lesl ool HE {7 re E [l‘l:;x A
B PR35 PF35 Screwdrivers
000 ®O0|C
2N PF4O PF40
O 000000
Giom PFL5 PF45
Optional Inctrumantz
=0 O000000000O0
\:::::/ /\ Remove insert for cleaning
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$2.0/L4.0 @2.0/18.0 ©20/L11 (@2.8/18.0 ©2.8/L11 CONTACTRC PF4.0
Profile drill

18  © Thommen Medical AG



8. Assembly of the guide sleeve

Processing

The guide sleeve is suitable for the sterilization procedure described in the processing instructions
(www.ifu-tm.com/THM61131).

Drilling templates

The diameter of printed sleeve cavities may vary depending on the 3D printing system used. If diameter corrections are neces-
sary, you can refer to the design settings, if available.

A Attention:

Process the drilling template before use in accordance with the manufacturer’s instructions. Make sure that the guide sleeves are
securely and correctly fixed in the drilling template before use.

Assembly

A Attention:

The seating instrument MUST be used for assembly of the sleeve and functional testing. The seating instrument is intended for
multiple use. The product must be replaced as soon as it shows signs of wear and tear and/or damage.

Handle for dental technicians Seating instrument for guide sleeves  Guide sleeves
3.03.250 4.8 mm 3.04.100 48 mm/L50mm 3.04.080 Q4

=n ) [l

- The sleeve must be seated securely

“—
- The seating instrument must fit and slide easily

- The sleeve edge must be correctly positioned vertically

-
N

Functional testing

A Attention:
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9. Important notes

Reprocessing procedures and sterilization

- Process the cassette and instruments before their first use.
- Process the drilling template before use in accordance with the manufacturer’s instructions.
- Special slots are provided for loading the cassette with instruments. When loading, pay attention to the identification code on

the dental shaft and graphic insert.

- Max. 20 use cycles (surgery, cleaning, sterilization) for cutting instruments. Further use cycles no longer guarantee the func-

tion of the product.

Single/multiple use

- The guide sleeves are intended for single use only. Multiple use does not guarantee correct functioning of the sleeve.
- The seating instrument is intended for multiple use.

Functional testing

- The seating instrument must be used for assembly of the sleeve and functional testing.
- The sleeve must be fixed, the seating instrument must fit and slide easily, and the sleeve edge must be correctly

positioned vertically.

- Make sure that the guide sleeves are securely and correctly fixed in the drilling template before use.
- The product must be replaced as soon as it shows signs of wear and tear and/or damage.

Other warnings and precautionary measures

- AWLVECTOdrill™ twist drills are 0.5 mm longer apically than the specified length of the corresponding Thommen Medical AG

implants. In order to avoid complications, this must be taken into account when selecting and positioning the implant, particu-
larly in proximity to anatomical structures.

- Do not start drilling until the drill is positioned on the bone. Ensure a continuous rotation of the drill while withdrawing it.
- Recommended rotation speeds must be adhered to in order to avoid overheating the bone tissue and possible instrument

fractures.

- Only use original Thommen Medical AG instruments.
- No drilling sequences may be skipped to ensure the double-guide principle.
- All holes must be drilled while constantly cooling the exterior with physiological, sterile, cooled saline solution (approx.

50C/41°F). Recommended rotation speeds (pages 6-7) must be adhered to in order to avoid overheating of the bone tissue and
possible instrument fractures. Lateral forces must be avoided to prevent retention of the guide sleeve in the drilling template.

- Regularly remove the bone chips to ensure ideal drilling performance.
- Check the drilling depth of the implant bed after the first pilot drill step using the respective laser markings on the drill or us-

ing the depth gauge. For NEVO implants, it is possible to check the final drilling depth and drilling axis using the drilling se-
quence until the penultimate drilling. Only the drilling axis can be checked with the final depth gauge.

- However, when NEVO and ELEMENT implants are placed in extremely hard bone (such as, for example, in the case of a strongly

20

atrophied edentulous mandible), thread-tapping may be indicated. You can find information on this at: www.ifu-tm.com/
THM61141.

Push the handpiece with inserted adapter over the insertion aid until it makes contact with the APLIQUIQ® or implant container.
For guided implant insertion, press the insertion aid deeper into the adapter until a click sound can be heard. This sound con-
firms the correct positioning. Also check this visually.
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10. Torque values

Abutment/screw

Healing cap

Gingiva former
Gingiva former+
Gingiva former narrow

2ddA;

Torque values in Ncm

15

20

25

30

Abutment screws u l '

PE 3.5

Dynamic abutment screw ?T

Abutment screw in combination |

with ART abutment ‘; I |+ '

VARIOmulti abutment L

VARIOmulti protective cap m
Occlusal screw )] ‘,
(VARIOmulti, VARIO 17°, bar) i \i
Closure screw for

CAD/CAM bar =
Retentive anchor i'
ZEST LOCATOR® abutment ?
ZEST LOCATOR® abutment and ¥

—
5 |
—_—

collar for VARIOmulti

New abutment screws must always be used for permanent insertion of the supraconstruction in the mouth.

© Thommen Medical
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11. Symbols

Thommen Implant System f/_i{\ Keep away from sunlight
T
THOMMEN

Medical

May only be sold to and

. < Rx onl
m:ggigtfr;esrt';z(;?;;;n Medical AG xony prescribed by physicians (USA)
u
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

[eclrer] European representative

Temperature limitation

Do not re-use

Non-sterile

Caution

> P

Article number

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

SM
SM

Consult instructions for use

Do not resterilize

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

Atmospheric pressure limitation

Manufacturer

Importer

KIEQ ©® ®B

Distributor

22  © Thommen Medical



12. Product list

Article number | Description Material Single use Sterile | UDI-DI

3.04.080Q4 Guide sleeve & 4.8 mm/L 5.0 mm single use Stainless steel Yes No 07640182640620

3.04.090 Adapter for handpiece, guided, multiple use Stainless steel No No 07640182640705
for guide sleeve @ 4.8 mm

3.04.100 Seating instrument for guide sleeve & 4.8 mm Stainless steel No No 07640182640668

304110 Initial drill @ 2.0 mm/L 4.0 mm, guided, multiple use, for guide Stainless steel No No 07640156479157
sleeve @ 4.8 mm

304111 VE_CTOdriniLotdrill@ZO mm/L 6.5 mm, guided multiple use, for Stainless steel No No 07640182640019
guide sleeve @ 4.8 mm

3064112 \/ECTOdrMpHotdr\ll@Q.O mm/L 8.0 mm, guided multiple use, for Stainless steel No No 07640182640118
guide sleeve & 4.8 mm

304113 VECTOdriniLotdrill@Z.O mm/L 9.5 mm, guided multiple use, for Stainless steel No No 07640182640149
guide sleeve & 4.8 mm

304114 \/ECTOdrillpiLotdr\'ll@Z.O mm/L 11.0 mm, guided multiple use, for Stainless steel No No 07640182640156
guide sleeve @ 4.8 mm

304115 VECTOdHllplLotdmll@Z.D mm/L 12.5 mm, guided multiple use, for Stainless steel No No 07640182640163
guide sleeve & 4.8 mm

3.04.121 VE_CTOdrthwistdriH@Z.S mm/L 6.5 mm, guided multiple use, for Stainless steel No No 07640182640170
guide sleeve @ 4.8 mm

304122 \/ECTOdetwwstdrM@Z.S mm/L 8.0 mm, guided multiple use, for Stainless steel No No 07640182640187
guide sleeve @ 4.8 mm

304123 VECTOdrthwistdriH@Z.B mm/L 9.5 mm, guided multiple use, for Stainless steel No No 07640182640194
guide sleeve & 4.8 mm

3.04.124 \/E‘CTOdr\'lltwistdrill®2.8 mm/L 11.0 mm, guided multiple use, for Stainless steel No No 07640182640200
guide sleeve @ 4.8 mm

304125 \/E‘CTOdr|lltW|stdr|ll®2.8 mm/L 12.5 mm, guided multiple use, for Stainless steel No No 07640182640217
guide sleeve @ 4.8 mm

3.04.131 VE_CTOdrthwistdriH@S.S mm/L 6.5 mm, guided multiple use, for Stainless steel No No 07640182640224
guide sleeve @ 4.8 mm

3.04.132 VECTOdrill twist drill @ 3.5 mm/L 8.0 mm, guided multiple use, for Stainless steel No No 0764018264023
guide sleeve @ 4.8 mm

304133 \/ECTOdetW\ﬂdrlM@S.S mm/L 9.5 mm, guided multiple use, for Stainless steel No No 07640182640248
guide sleeve & 4.8 mm

3.04.134 VE‘CTOdr\'lltwistdrill®3.5 mm/L 11.0 mm, guided multiple use, for Stainless steel No No 0764018264055
guide sleeve J 4.8 mm

304135 \/E‘CTOdr\lltW\stdr\ll@3.5 mm/L 12.5 mm, guided multiple use, for Stainless steel No No 07640182640262
guide sleeve @ 4.8 mm

304151 ELEMENT MC profile drill, PF 3.5, guided multiple use, for guide Stainless steel No No 07640182640279
sleeve @ 4.8 mm

3.04.152 ELEMENT MC profile drill, PF 4.0, guided multiple use, for guide Stainless steel No No 07640182640286
sleeve @ 4.8 mm

304153 ELEMENT MC profile drill, PF 4.5, guided multiple use, for guide Stainless steel No No 07640182640293
sleeve @ 4.8 mm

3.04.161 CONTACT RC profile drill, PF 3.5, guided multiple use, for guide Stainless steel No No 07640182640309
sleeve @ 4.8 mm

3.04.162 CONTACT RC profile drill, PF 4.0, guided multiple use, for guide Stainless steel No No 07640182640828
sleeve J 4.8 mm

304163 CONTACT RC profile drill, PF 4.5, guided multiple use, for guide Stainless steel No No 07640182640316
sleeve @ 4.8 mm

3.04.171 CONTACT MC profile drill, PF 3.5, guided multiple use, for guide Stainless steel No No 07640182640323
sleeve J 4.8 mm

304172 CONTACT MC profile drill, PF 4.0, guided multiple use, for guide Stainless steel No No 07640182640330
sleeve J 4.8 mm

304173 CONTACT MC profile drill, PF 4.5, guided multiple use, for guide Stainless steel No No 07640182640347

sleeve @ 4.8 mm
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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 Zwolfaxing | 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 21 80121250

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. +33 183 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€

0297

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
Makeveien 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.

Buytikdere 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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