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INTRODUCTION

T.F.I. System srl has been in the field of dentistry implants for over
twenty years, providing customers with a range of reliable and
technologically advanced products.

Over the years the company has specialised in the design, development
and production of dental implants and related surgical accessories.

This has been possible thanks to a constant osmosis between the
passion of implant dentists, who have to face and decide on the most
appropriate implant-prosthetic solutions on a daily basis, and the
company's team, which works by constantly focusing on improving the
characteristics of the product.

The achievement of ever higher quality standards, the simplification of

surgical procedures and the use of innovative techniques, represent
the idea in which the company's values are enclosed:

QUALITY SIMPLICITY INNOVATION

M
- '\ CERTIFICATION
Y
N\ T.F.I. System srl, certified with the company quality

system IS0 9001 and IS0 14801, is on the market with
the Easy Grip® brand, a range of products certified in
Europe with the CE mark and with FDA authorisation for
the USA.

ICIM

RESEARCH

The company is constantly striving to seeking new functional and innovative
solutions, in constant contact with the clinical and academic reality.

The product currently marketed stems from university research as well as
from a constant passion aimed at overcoming the current limitations of
implantology.
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SURFACE TREATMENTS

The unique OsteoGrip® surface, which characterises the
Easy Grip® implant line, is the result of specific surface
treatments such as: Sandblasting, Etching, Anodic
Colouring and Plasma Glow Discharge, specially designed
to promote rapid bone regeneration.

SLA (Sanding and Acid Etching)

Following the excellent results, confirmed by the clinical
literature, of the two subtractive sanding and acid etching
techniques, it was decided to join the benefits in a single
treatment, in order to achieve an SLA surface (Sandblasted
with Long grit corundum followed by Acid etching with
Sulfuric and Hydrochloric acid).

Introduced in 1998, it is one of the most documented
rough surfaces in implant dentistry.

Etching
Acid based with hydrofluoric acid for better
osseointegration, to achieve optimal micro texture.

Plasma Glow Discharge

Surface decontamination through atomic bombardment
with inert gas (Argon).

This treatment makes it possible to achieve surface
decontamination results that cannot be achieved with other
methods, at the same time as supporting the alkaline
phosphatase (ALP) process, a critical stage in correct
activation of osseointegration.

Anodic colouring

This technique is applied on both artificial teeth and
implants in the neck zone and internal connection; it is
used on scientific grounds to form a crystalline titanium
oxide surface (Anatase) capable of reducing bacterial growth
in the transmucosal portion of the implant; it has the added
functional advantage of helping the user identify the
prosthetic components.




SOLUTIONS

SIMPLICITY IN THE SOLUTIONS

EASY GRIP® CONE CONNECTION

5° conometric connection The activation of the taper coupling and the tightness of
The intimate cone engagement generated by the 5° Easy the clamping screw are therefore essential elements for the
Grip® CONE connection ensures an adequate sealing of the  long-term reliability of the implant system.

fixture, minimising the micro-gap with the prosthetic

component, preserving good cortical bone health. TFI System srl uses production techniques used in the

aeronautical field that increase the breaking strength of
Double internal hexagon clamping screws by around 50 per cent compared to
The double internal hexagon allows 12 different positions conventional production.

for the insertion of indexed prosthetic components.
Unique anatomical connection

Through-bolt M1.8. All Easy Grip® CONE prosthetic components adopt a single
The Easy Grip® CONE connection system provides for the connection that can be used on any implant platform, SN,
activation and maintenance of the fixture/abutment L and XL in platform switching.

coupling by screwing with an M1.8 clamping screw.
The anatomical design of the prosthetic components
provides a natural and aesthetic emergence profile for
proper soft tissue management.

Simplicity
Single connection

Platform switching
Anatomical emergency profile

Reliability
Electrolytic treatment
Double internal hexagon

|Precision
5° conical connection
No bending and settling




SOLUTIONS

EXTRACTOR KEY

The Easy Grip® CONE engagement at 5° generates a stable .
and tenacious fit that ensures proper implant sealing and T
stability of the prosthesis. !I_
The final coupling can be removed with a manual extractor :

(7EM2) or, in the case of poor operating space, with the
extractor screw (7EM).

I |
r ! Internal abutment threading.
apex sop
7EM 7EM2 4
TIGHTENING SCREW
The optimal tightening of the conical fixture/abutment Other implant ranges Easy Grip System

connection has always been a delicate element for all

implant lines.

This value is affected by a range of variables, such as:

e the optimum torque force with which to tighten the
screw; in the case of the Easy Grip® CONE line, this
torque force was identified as 30 Ncm;

e the physical-mechanical features of the material which
the screw is made of;

e the technique used to make the screw thread;

e the screw and connection morphology.

It must also be taken into account that the

fixture/abutment coupling activates a frictional corrosion

process of the titanium (fretting), which, in the long run,

can promote screw loosening (settling).

Ncm Ncm

TFI System Srl has tackled these critical issues with
advanced techniques, producing a 5° conical coupling
capable of generating a fixture/abutment seal and, making
use of cutting-edge production techniques for the medical
sector, drawn from the aeronautical sector, producing
clamping screws capable of raising the deformation limit
to 60 Ncm, increasing breaking strength by as much as
50% compared to standard production values of around
40 Ncm.




PACKAGING

INNOVATION

PACKAGING AND STERILISATION

Easy Grip® CONE implants are packaged:

e protected in a titanium tube; Short Neck
e inserted in a plastic vial contained inside a sealed blister Large
pack;

Extra Large

e conditioned for sterilisation in an ISO 8 class protected
environment;

e gamma ray sterilised.

The packaging includes:

e a titanium grade 5 ELI implant;

e a grade 4 titanium closing screw;

e user instructions are available in electronic format on the

website www.tfisystem.it, pursuant to EC regulation no.
207/2012;

e inside the package there are two convenient adhesive
labels bearing the identification codes of the implant,
one of which may be inserted in the doctor's medical
file and the other on the patient's implant card;

e the package is equipped with a red anti-tampering seal
which, if visible, demonstrates that it has been opened.

Implant

Titanium tube

~6zp

Closing screw

@
These and other simple and effective solutions lead an The focus on surgical protocol simplification, functionality
ever wider client base to choose the Easy Grip® implant and quality components and technological innovation are
line, maintaining a high degree of loyalty. the common threads of every product of the line.



IMPLANT SYSTEM

EASY GRIP® CONE IMPLANT SYSTEM

SERIES 70

Morphology:

e Self-tapping conical thread

¢ Connection: double internal hexagon
e Cortical microgrooves

e 5° Conical coupling

¢ Treated neck

e Lengths: 8-10-11.5and 13

e Material: titanium grade 5 ELI

¢ Surface Osteogrip (SLA)

e Cap screw @ 3.10 mm

EXTERNAL MORPHOLOGY

Conical implant with three full-body, self-centring helical

grooves:

* tapping;

e collection of bone frustules;

e increased osseointegration surface area (Dynamic Bone
Management).

The rounded apex allows for completely safe use in risk
areas and less trauma during insertion, resulting in
improved vascularisation and osseointegration.

Anodised collar with circular grooves

The presence of the cortical circular grooves on a rough
surface, compared to implants with a smooth neck, offer
better conditions for osseointegration and, under functional
loading, are more effective in maintaining marginal bone
(MBL), preventing natural post-operative bone resorption,
resulting in:

e optimisation of load distribution;

e reduction of stress levels;

e decreased bacterial proliferation.

Inverted sawtooth threading with double tapping start

It is a type of square threading which provides an
optimised surface for transmission of intrusive loads as
well as compressive; these loads are about 10 times lower
than those occurring on standard (V-threaded) or spur
threads.

Dual-principle coils increase implant insertion performance
during the surgical phase.

SHORT NECK
DN 3.75
79SN08
795N10
79SN11
79SN13
' LARGE
DN 4.50
79108
79110
79L11
79113
XL EXTRA LARGE
DN 5.00
79XL08
79XL10
79XL11
79XL13

Progressive compression threading

This is a square loop thread that is significantly
load-bearing in the cervical part of the implant and more
pronounced in the apical area, which generates targeted
bone condensation in the case of insertion in D3/D4 type
bone, increasing primary stability, which is particularly
necessary in immediate loads.

The grooves on the core and in the ridge reduce friction
during insertion into hard bone.



IMPLANT SYSTEM :

EASY GRIP® CONE SURGICAL KIT

Made of autoclavable Radei, it contains all surgical
instruments, rotating and non-rotating, for implementing
the surgical and prosthetic protocols of the Easy Grip®
CONE Line (KIT70).
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EASY £ | prosTHETIC componenTS

GENERAL DIAGRAM

Cveauna [ eeesson [ e

TRANSFER ANALOGUES

<2

2 | |

T © [ |

-

v O

= 7PCC43  7PCR43

o.

S 4

; g [l B [ ]

22 ~ ,

o © 7PU4  TPUR4

(7]
= 4
L

- =

= 5 ‘ir

i fadt T 7PS4-1 7PS4-2 7PS4-3  TPS4-4

- l':l

=) Iy

[~ - | » 3

< 3 m 7TUS4 7LAS F F F ﬁ

= 2 "

= < 7VGS4 { 7PS17-3 7PS17-5 7PS30-3 7PS30-5

V‘. .l

— I ]

= ]

S e Iy |

= u 7TUS4R  TLASR : ‘
[+ 4 i
> F ana ‘
= 7CPS  7CPSR  TPS7  7TPS TIPSR  7LPS
= = ' | [
(=] F J 1

»n Z ,

7, |‘7, ]

Ll 7V643 711 7CTU 7PTE32 7PTE43 7PTE45 7PTE52 7PTE54

[

3

o. g | I /

a = u (&)

= 7VG45 7LB 7PT152 7PT154 7PT252 7PT254

Ll

=

8 | I
s s )

u
V647

7PTR41  7PTR42 7PTR43 7PTS41 7TPTS42 7PTS43

v

U U i

BALL
Eane

(7,]

g TICN LACN 7PP3-1 7PP3-3  7PP3-5

-

-

=

Ll

(=]

oz

£ . .
=) i -

- - = 8 o 0 0 [ D
S ] i i i i i \

T1CE LAE 7PP3E-1 7PP3E-2 7PP3E-3 7PP3E-4 7PP3E-5 7PP3E-6 7PP3E-7

10



PROSTHETIC COMPONENTS ‘ :
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ROTARY INSTRUMENTS ‘ :

—“ Instruments and Accessories

PROSTHETIC IMPLANTS
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SERVICES AND COURSES

SERVICES AND COURSES

SERVICES

Implant replacement service to enable the clinician to
replace an implant that may have been mistakenly
contaminated in any situation.

Implant passport, intended for the patient to store the
identification data of inserted implants and as a reminder
of follow-up appointments.

COURSES

Course in cadaveric surgical anatomy, consisting of a didactic
part in the multimedia classroom and a practical part in the
septic room.

Computer-guided implant surgery course for dentists who want
to learn the correct techniques of computer-guided
implantology.

Theoretical and practical implantology course on patients,
which aims to enable participants to manage implant-
prosthetic cases independently.

Workshop
Introductory course on the use of the Easy Grip® implant line.

'MM‘- .ﬁ' e
= EASY§
L < G RIPE
68 o PASSAPORTO
v IMPLANTARE
*
‘ - MPLANT CARD
e
L
//
| —————

FDA 510K n. KO73622

INDICATIONS FOR USE

510(k) Number (if known):

Device Name: EASY GRIP

Indicatione for Use:

EASY GRIP implants are dosigned for use in partially or totally edentulous mandibles
for denture p or as a

imonnodiary abutment 1ovﬁmdof ble brid rk or as a fr di sngle
tooth replacement. EASY GRIP implant cyseom uses a two-stage lwlanhbon

procedure or one-stage p

Prescription Use e ANDIOR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CORH. Office of Device Evaluation (ODE)

510() Number: (7 k).

000NCM_91 IT

ICIM

Approvazione del Sistema Completo di
Garanzia di Qualita
Full quality assurance system approval

Conicato N 0425-MED-004381-00

ORGAMISMO NOTIFICATO | NOTIFIED BOOY

ICIM S.p.A. - Identification number: 0425
Piazza Don Enrico Mapelli, 75 - 20099 Sesto San Giovanni (M) - ITALY

mnmmmmumwnmmwlmw DELLA OMETTIVA

CUROPEA $342°CE0 DICHARA CHE 1. SISTEMA COMPLE TO OF ATTUATO 0A
ON THE BASYS OF THE ASSESSUENT PERF wmm-mmn&xm
WIMDCEE DECLARES THAT THE FULL QUALITY ASSURANCE SYS!

T.F... SYSTEM S.R.L.
Sede Legale e Operativa: wemmmm-oom ROMA

PER | SEGUENT) T I PRODOTTL PROCESSL SERWVZ)
FOR THE FOLLOWING KINDS OF PRODUCTS. PROCESSES. SERVICES.

Impianti dentali, protesica ed accessori
Dental implants, prosthetic system and accessories

Strumentario ed accessori
Instruments and accessories
€ CoNFORME

ICIM S.p.A.
PBAL £ SIONE FMISSIONE CORRENTL DATA v SCADENZA
FIRST SSUE CURRENT ISSUE
2710412021 2710412021 26/08/2024

OMS0A  Pares Do Erves Mageh 75 - 2000 Sewo San Grovares (V)
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