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i-Fix Implant

“i-Fix implants: Made in India for the World”

Dr Mohammad Shahnawaz
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Unit 1 - Manufacturing Facilities
at Yamunanagar -200Km north of Delhi
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Uni!g - Casting.& Machining Facilities

at Yamunanagar
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Unit 3 - New Facility at IMT Faridabad, NCR Delhi ) F“X




Kamal Medical Devices Brands ‘ kamal

Stenoflex . _ .
Sirolimus Eluting Coronary Stent System Z F

E‘v’erOSh i ne —— POWERING SMILES ——

Everolimus Eluting Coronary Stent System
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The Beginning......

Indian institute of Technology, Delhi

iFix Dental Implant has been Conceptualized, Designed
& Developed by Indian Institute of Technology (IIT),
Delhi in collaboration with Maulana Azad Institute of
Dental Sciences (MAIDS), Delhi

Maulana Azad Institute of Dental Sciences
New Delhi

iFix Dental Implant has been Clinically studied at
Maulana Azad Institute of Dental Sciences, New Delhi

Research Partners
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Council of Scientific and Industrial Research

Under the Patronage of Council of Scientific
& Industrial Research (CSIR) - NMITLI Program

| kamal

Manufacturers of high quality medical devices of
global standards



Certifications: MDR 2017 & ISO 13485

FORM MD-g

[See sub-rue (1) e 25]

Licence t0 MarwFacture for Save or for Distribuion of Class C or Oass O medica device

Licence Number: MFGMDY2012000057

1. Mis KAMAL ENCON INDUSTRIES LIMITED, 56 INDUSTRIAL ESTATEYAMUNA NAGAR, —, Haryana (India) -
135001 Talephone No.: 1123354365 FAX: 1123721857 has bean licenced to manufacturs for s3 of for disTidution
the below listed madical device(s) at the premises SRuated 3t M's KAMAL ENCON INDUSTRIES LIMITED, Piot No.
917, IMT Fardabad, Sector- €5, Fandabad, Haryana (Indta) - 12100t Telephone No.- 11-23723153, 11-23351359
FAX: 11-23721557

2. Detals of medical davice(s) [Annexed]

3. The names, QUANCIYONS ana expenenca of the competent technicd LT responsiols Tof the manufacture ana
t252ng of 1= Aove mentioned MEdical 02VICa(s 1 AS Per fecords Maintain by Tie manufachurar
4. Thes licence Is subject to the prontsions of e Meadical Devices Rules, 2017 and conaltions prescribed therein

ANNEXURE

SNo. Detalis Of Devica(s)

3 Generic Name:Dental implanis with Abutments & Prosthests

Model No.NIL

Intended Use-Dental implants are infended for SLgical placament 11 the Upper oF lower [aw to
provide 3 means %or ProSTENC atachment n Sngie 0o restorations and in partially or fuly
Eg2ntuous Spans with muttiple single testh LIIZNg oegyed aaINg. OF 35 3 temMIng oF
intermediary abutment for fIXed or removable bridgework, and 3 retain overdentures,

Ciass of medical device:Class C

Matertal of construction: TRanium Alfoy, THEARAV

Dimansion(f any) Diameter (mm): 3.00, 2.50, 4.00, 4.50, 5.00 & 5.50 AND Leng (mm): 7.50, 8.50,
10.00, 11.50, 13.00 & 15.00

Shefife:60 months

Sterte or Non stere:Stertized

Brand Namaif registerad under the Trade Marks Act, 10921 1Fx. MulliFlx, SFix. CPx

S ESWARA ==
Prace: REDDY se=an

et g

Date29-May-19 Central Licensing ALENONty

i
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| evaluate | assess | cerfify | len.'l‘ assessors of qualily

Certificate No. MD-Q MS/21/R/2600

This is b certify that

Kamal Encon Industries Ltd.

Plot No. 917, Sector 68, IMT Faridabad — 121 001, Haryana, India

has been found to conform to the requirements of
Medical Devices - Quality Management System Standard

ISO 13485:2016

This certiicate is valid for the following scope :

Manufacture and Sales of :
(1) Interve 3
-Sirolimus E luting C aronary Ste nt System
Everofimus Coronary Stent S ystem

Inifal Cortificaticn - 27072019
Valid unid T 2BNoTEe2

EAP Wl NABCB

el sttty o b okl s e el e b G b Gt M e b i e -
“n“.- Ay B Ty - h.":n ST - ChOr e Bl @ Coler oy -m‘...lhi‘.‘
ﬁm s g J faandng Au i ority- Zankh Assaamors Pt Lod .
3% Rewr, =1 Al Dl b «
mm-n-.auo AR el A Pre - 4 0W,

-l e b




CE CERTIFICATION
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CERTIF ICATE

EC Certificate No. 1434-MDD-344/2021
Full Quality Assurance System
Directive 93/42/EEC concerning medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

Kamal Encon Industries Limited

Plot No. 917, Sector-68,IMT, Faridabad 121001,
Haryana, INDIA

For the design, manufacture and final inspection of
medical devices, class iIb

Dental Implants & Prosthesis
The list of medical devices covered by this certificate is provided in the Annexes 1-13

complies with
of Annex 1l (eldss&nssmonﬂm[thMZﬁEC(unmﬂ
implementad into Polish law,
umdu\cedb:d\emdkwﬂu:bedhyﬂ\em

Valicity of the Certificate: from 25.05.2021 ro 27.05.2024
The date of ssue of the Certificate: 25.05.2021
The date of the first issue of the Certificate: 25.05.2021

c €1434

Issued under the Contract No. MD-30/2020

Applcation Mot 1382020

Certificate bears the qualified sonatwre.

Warsaw, 25/05/2021

Module #2/3/4/5 VicePrasident

)-Fax
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IIT Delhi Conceptual Design - led to Indian and US Patent ZF;X

— FIRERE IR —

US Patent No. 9,833,300

[
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Fig.1

Assembly
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Implant

Abutment



GRADE 5 ELI -Faix
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Properiies Acdvantages

Tensiie sirengin 840 MPa3 mwmum Exiramety hagh s:rnngnv‘
waigne rarnio

Elongasion 105
improved guiilny and
iraciure roughness under
Oxygen content .1 3% maxanuam SI3C S0a Y Ramec loads

Owec: SssTucurat ang

TUNCHIONaL ConPaction
it a1
Blocompan ity Excedlem Serween bara snd FRplant
surtace




Ti Grade 5 ELI 1Fix

Properties Advantages
Tenslie srengin 840 MPa minimum Exramety hgh streagity
weighe rario
ongat 1

Improved duttitiny and
Iracture toughness under
{(cygen content 0.13% maxsmum S131K 3nd tynamic [0ads

Its properties of biocompatibility,
corrosion resistance, high
strength, and toughness make it
especially suitable for implants
and other medical devices.

ELI is also referred to as Grade 23
Titanium and ASTM F136.

Ti6Al4V ELI contains reduced levels of
oxygen, nitrogen, carbon and iron. ELI
is short for “Extra Low Interstitials”,
and these lower interstitials provide
improved ductility and better fracture
toughness for the Ti6AlI4V ELI
material.



The Design Premise 1-Fex
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Comparison of different thread types under comprassion, Tension _

S.
RAM Classical Reverse Buttress & Micro Reverse Buttress
e i EIER SCLUCAHON Vv Buttress Pirttcse threads & Micro threads
1) COMPRESSION Units-Mpa
Al Implant Abutment interface 41.49 36.51 30.94 38.49 47.08
B) Crestal bone level 29.71 11.94 20.46 18.48 23.73
C) Cortico-cancellous interface 30.44 24.39 27.25 18.85 34.88
1) TENSION
Al Implant Abutment interface 40.47 37.57 33.95 28,44 47.08
FE Mes h in g B) Crestal bone level 2973 44.38 20.44 18.48 23.74
C) Cartico-cancellous interface 30.99 63.34 27.25 22.29 34.88
|
¥ FORCE 450N = =
Al Implant Abutment interface 42534 421.62 278.94 396.09 339.45
B) Crestal bone level 227.03 120.68 139.97 70.27 49.55
(8] Cortico-cancellous interface 9.59 9.18 30.39 857 1123

Bottom all
degree of
constrains

Boundary Condition



Design of CSIR-NMITLI Dental Implant System ZF;X
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Implant

Abutment

L SCTE

Screw Ball Abutment

Impression Coping

Implant Abutment Assembly

Implant Ball Abutment
Assembly

Implant Healing Screw
Assembly



Analysis and Testing as per SO 14801 & 13498 ZF;X
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Table 3: Fatigue test results
7 Serial No. Load value (in
percent of the
. static load to

failure)

80%

70%

60 %

50%

40%

- 300 -
Life (No. of Endurance Limg
cycles) —
260
3,838
2
150
18,943 g CSiR[Dental i plant
Z je0
36,726 Sjrauman Pental OO
impiant
89,840 b
5,000,000 ° T T T
1 H 3

Implant System

Load vs Number of cycles at 14 Hz frequency fatigue
loading

10 100 1000 10000 100000 1000000
Number of cycles

Fatigue Testing ISO 14801

Torsion Testing 1SO13498



A comparative study with commercially available ZF.X )
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Animal Trials on rabbit
model

Physical Testing at IIT D
Micro CT Analysis

Histomorphometric
Study

Sterility Testing

Stability testing



Dental Implant Designing
Evolution &Validation of Designs by FEM

Micro

Threa
d Improved

biomechanical

performance at
Buttressbone-implant
Thread interface.

DETAIL G

Elastic Properfies Ascobed to Materials Used In The Modsals

Materials Younz Modulss Paiszon's
(P it

Cartical hone 15 0.3

Camcellons L3 0.3

bome

Titaniam 110 0.35

Fig. 3 Comparimgz differsnt thread types undsr moment



DYNAMIC FATIGUE TEST:
DONE AT IIT,DELHI ON
CETR-UMT-2, BRUKER

Implant abutment
assembly with load
applied 302 to vertical for
fatigue testing (as per FDA
norms)

e 2 MILLION CYCLES -1
SAMPLE

e 5N -800 N
COMPRESSION —
COMPRESSION TEST




Shri Ram Institute of Industrial
Research




1Fix

e
In Vivo Implantation study of specially prepared Micro

implants were done on femur of White New Zealand
rabbits and evaluated after 6 and 12 weeks. After
necropsy histological, micro CT and Histomorphometric
evaluation was done which revealed no adverse effects
and an extremely favourable bone implant contact.
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Shree Chitra Tirunal Institute for Medical sciences

Technology (Bio Medical Technology Wing),
Thiruvananthapuram



Sample Holder in Position for Anal&?.Ei!




RESULTS OF MICRO CT IMAGING FOR SAMPLE ON DAY 84/12 |
WEEKS (SAMPLE MNC3 ) F)(

Medullary space

Trabecular projections

Prominent trabecular projections seen as strands extending from the
inner aspect of the surrounding cortical bone towards the implant
surface engaging it. High concentration of trabeculae seen near the area
where the neck of the implant engages the cortical bone.



S.NO SPECMEN/ MEAN DISTANCE FROM PERCENTAGE BONE
WEEKS CRESTS IN RECTANGLE FORMATION
1 12 weeks 415.62 pm 80.5%
2 6 weeks 424.63um. 25.6%




© SHRIRAM INSTITUTE FOR INDUSTRIAL RESEARCH

(A unit of Shriram Scientific and Industrial Research Foundation) %5
An ISO - 9001:2008 Certified Institute

TEST CERTIFICATE 000358830

Isued to
INDIAN INSTITUTE OF TECHNOLOGY, DELHI JLONa, 5021111839
DEFT. OF MECHANICAL ENGINEERING Reg, No. 1370083
HAUZ KHAS Date 21-02-201% / y
NEW DELHI 110016 GOC-0) (REV-(M)  S¥eah o
Your RefiNo. -
Kind Attn: DR NARESH BHATNAGAR , PROFESSOR & ASSO.
DEAN [R&DY
Sample Porticulars : Date

One sample of Dental Implant lubelied as Lot No. | DT 17,01.2015 was received.

“The sampling was not carried out by Shriram Institute for Industral Rescarch, The sample details provided in test certificate are
based on declaration by the party "'

ST RESULTS
S.No TEST RESULT PROTOCOL
. Sterility test Sample complies with the test  As per guidelines of
for sterility USP-37

NOTE: Party asked for above test only.

LR

DOR: 06402-15
DOC: 20412-18

Al
A
AN
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Indian & US Patent Z

R LTS

I
SL No + 011117822

[ ]
BE

INTELLECTUAL
PROPERTY INDIA
PATENTS| DESIGNS | TRADE NARKS AR GBI
S ATIoHA GOVERNMENT OF INDIA
ee HEiaa
THE PATENT OFFICE
e s
PATENT CERTIFICATE
(Rule 74 Of The Patents Rules)

%22 . / Patent No, : 324068

SR H. / Application No, 2243/DEL/2007

B BT W A0E / Date of Filing 26/10/2007

24 1 Patonteo COUNCIL OF SCIENTIFIC & INDUSTRIAL RESEARCH

s R o B fF 9FA g Sudes @Ae § 2awsPa DENTAL IMPLANT SYSTEM ama amfesr
2 fim, e sffrm, seso & suddl B sgET o més 26th day of October 2007 @ e 4t %
wafr & R ¥ argee R B

It is hereby certified that a patent has been granted to the patentee for an invention
entitled DENTAL IMPLANT SYSTEM as disclosed in the above mentioned application
for the term of 20 years from the 26th day of October 2007 in accordance with the
provisions of the Patents Act,1970.

2 Wz P
Date of Grant : Controler of Patent

| Pt - g 3= % TiwTT 4 B 9 T T A, 26 day of October 20007 i ¥ wew A o A < & e A
E Note. - The f2es for renewsl! of this paten, 1 1 5 1o be mantairad wil fall | has fallen due on 26th day of October 2009 and on the sama
| day in every yeer thareafier.

ay United States Patent

Verma et al.

US0098333

33

983330082

0y Patent No.:  US 9,833,300 B2
(5) Date of Patent: Dec. 5, 2017

(54) DENTAL IMPLANT SYSTEM

o

(75) Inventors: Mahesh Verma, New Delhi {IN}:

Naresh Bhatnagar, New Delhi (IN):
Abhinav Seod. New Delhi (IN}:
Farukh Faraz, New Delhi (IN);
Kshitij Sharma, New Delhi (IN);
Gedela V. Rao, New Delhi (IN): Palani
S. Kumar, New Delhi (IN); Shankar
Iyer, Elizabeth, NI (LIS)

(73)  Assignee: Couneil of Sclentific & Industrial
Research, New Delhi (IN)

{*) Notice:  Subject to any disclaimer, the term of this
patent is extended or adjusted under 33
US.C. 154(b) by 185 days.

1) Appl No: 12739654
(22) PCTFiled:  Oct. 23, 2008

(#6) PCT Moo PCT/IN2OOEAO00T00
§ 371 (e)1y,
(2). (4) Dare:  Jan. 28, 2011

(87)  PCT Pub. No.. WO2009/054005
PCT Pub. Date: Apr. 30, 2009

(63) Prior Publication Data

US 2011/0117522 A1 May 19, 2011
(30) Foreign Application Priority Data
Oet. 26, 2007 (IN) v 2243/DEL2007

(51) Int.CL
ABIC 800 {2006.01)
(52) US.CL
CPC oo AGIC 8005 (2013.01); AGIC 80022
(2013.01); AGIC 80025 (2013.01);

(Continued)

(58)  Field of Classification Search

CPC e AGLC RADO4E-B/0078
(Continued)
(56) References Cited
LS. PATENT DOCUMENTS
5588838 A * 12199 Hansson ... AGIC&0022

(Continued)

FOREIGN PATENT DOCUMENTS

WO WO 03030767 A 42003
WO WO 2006081239 A 52006
Wi WO 2007022655 A 32007

OTHER. PUBLICATIONS

Eskitascioglu ¢t al., “The influence of occlusal loading location on
stresses d to impl pported prostheses and supporting
bone: a three-dimensional finite element study.” Feb. 2004, Journal
of Prosthetic Deatistry, vol. 91, pp. 144-150.%

Primary Examiner — Matthew Nelson
dttorney, Agent, or Firm — Locke Lord LLP; Daniel
1. Fiorello; Joshua L. Jones

(57) ABSTRACT
A screw type dental implant system (1), having a dental
implant fixture (2), a multifunctional component (3) and an
abutment screw (4). The screw shape dental implant fixture
has an extemal surface having buttress threads on the bady
and micro threads at the collar. This combination provides
the advantages of: improved biomechanics at the implant
abutment interface, self-tapping nature to the implant, and
minimizing the stresses at the crest of the bone leading 1o
decrease resorption of crestal bone, The multifunctional
component serves the purposes of implant mount, impres-
sion analog and final abutment and has a single prosthetic
platform so one component is compatible with different
implant dimensions. which minimizes the inventory needed
for the implant svstem and allows easy handling of the
(Continued)
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Kamal Medtech Facilitx — o s
Facility Area - 50000 Sqft Controlled Area — 20000 Sqft
State of the Art Clean Rooms Compliant with MDR
2017 & ISO 13485
High-tech QC Labs World Class Mfg
Equipments

Well Trained Man Pow o
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Key Features @F

L

e Single Prosthetic Platform for all
Diameters hence inventory is
minimized

* Having the benefit of Platform Switch
in all connections hence better soft
tissue aesthetics

e Conical connection 12 degree morse
taper which prevents micro leakage
* Anatomical tapered design

* Rough Surface — for better hard and
soft tissue integration

e SLA Surface for better
ossseointegration

* Smart Surgical Kit — Comprehensive,
Compact and easy to use and caters
to most surgical & prosthetic
requirement.




LT

Optimized thread designs ZF_
——————————————————————————

e Buttress thread engineered
for superior Primary
stability

e Coronal bevel for better

soft tissue integration and
inbuilt platform shift.

e Reduction of stresses in
bone at both Crestal &
cancellous level




Topography evaluation by SEM of marketed dental

implants ZF;X |

— TN R ML —

* Large grit sand blasted
e 3 Stage acid etching process

* Roughnessis 1.2-2.0 Ra value on
Buttress Thread

* Extensive multi-stage cleaning
removes undesired residues
,yielding a contamination-free
surface.

Magnification 2500 Magnification 5000

8




Implant Connection - Conical ZF;X

Internal Hex design-Rigid
connection

Stable biological seal
6 prosthetic positions

12° Morse taper-Creates an
optimal seal against bacterial
leakage

Precise fit

2.25mm Hex connection
diameter




IMPLANT DIMENSIONS 1-Fix

Diameter (mm)

Implant Dimensions & Drilling Protocol

Size Table
Length (mm)

Dimensions 6.5 7.5 8.5 10 11.5 13 15

3.5 p X v Y Y Y Y

4 v Y Y Y Y Y Y

45 4 v Y Y Y Y Y

5 Y Y Y Y Y Y X

3.5mm 4 mm 4.5 mm 5mm
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SURGICAL KIT
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SURGICAL KIT -Faix
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20.00 mm

l 1.0 mm (Tip Length Not Induded in Total Length)

Amorphous DLC coated drills for longer shelf life. Length specific laser marking

and stoppers for better control while drilling




)-Fax
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Drilling Sequence as per speed”

&
>
<
ol
‘..

1200 rpm 1000 rpm 1000 rpm 600-800 rpm 600-800rpm  30-50 Ncm

*WITH COPIOUS IRRIGATION



I-Fix Pro ZF;X |
2-F

The coronal region of the i-Fix PRO 4/4.5&5mm diameter
implants are backtapered, a design that allows for maximum
bonevolume around the implant platform.

g

The unique implant design for
high primary stability and
better esthetic outcome

Double lead threads The expanding taper with double lead thread
design of i-Fix PRO offers high initial stability, a gradual
bonecondensing property, and adjustable implant orientation for
optimal prosthetic connection angulation. in detail, the 1.3mm
spacing of the double start threads advances the implant 2.6mm
with each rotation. In contrast to i-Fix implants advance
approximately 0.9mm with each rotation.

Implant body design The expanding tapered body is
designed to attain high stability even in compromised bone
situations.

Reverse-cutting flutes Running along i-Fix PRO are two
reverse-cutting flutes (length of the flutes depends on implant
length). Insertion of the implant counterclockwiseengages the

cutting capability of these flutes, thereby gradually widening the
osteotomy and allowing for continued insertion.

Apical drilling blades facilitate insertion into minimally
prepared sites.designThe apical region of i-Fix Pro features
twin cutting blades that

X



I-Fix PRO - For Superior Initial Stability

7 BS 10 115 13 15 18 0
il Y Y Y Y
35 Y Y Y Y Y Y Y
0w ooy Y Y Y Y Y Y Y
5V Y Y Y v Y
50 Y Y Y Y Y v
5V Y Y Y Y Y




PROSTHETIC PORTFOLIO
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TEMPORARY ABUTMENTS

)-Fax
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e Available in Hex & Non-Hex

e Retentive grooves to engage acrylic temporary
materials.
e For Single unit (Hex) and Multiple unit (Non-Hex)
temporizations.
e For screw-retained single- and multiple-unit
Hex

|

restorations.

Non-Hex

e Extended length designed for customization per clinical
requirements




TEMPORARY ABUTMENTS (IMPLANT LEVEL) ZF;X .‘
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Place the abutments

42

'41!“).

Er- £

T

Fabricate temporary
using vacuum
formed stent

Temporary Abutment
Titanium

Drill holes in the
stent and remove
material to access
the screws

Remove provisional Screw the

& finish it bridge and seal
the access holes
with composite



HEALING ABUTMENTS

1-Fax

— TN R ML —

1 2 HA4012

A 1 4 HA4014
— 2 3 HA4023
2 5 HA4025

} B 2 6 HA4026

c { 3 3 HA4033
3 5 HA4035

3 6 HA4036

52 K 3 HA5153

_ 1.5 4 HA5154

_ 2.5 3 HA5253

_ 3.5 3 HA5353

Healing Abutment :

e Use Hex driver
e Tightening torque : 5-8Ncm



IMPRESSION COPING — OPEN/ CLOSED

Open Tray Impression Coping :

* Custom tray is used for pick up impression taking.

e Use 1.2 Hex driver
e Packing contents: Impression Coping + Guide Pin

- OTI5001

0TI4002 -
= OTI5002

1-Fax

— TN R ML —

Closed Tray Impression Coping

Custom tray is used for pick up impression taking.
Use 1.2 Hex driver
Packing contents: Impression Coping + Guide Pin

Available as Long and Short.

CTICL
CTICS
CTISL
CTISS



SHOULDER ABUTMENT e
Z'F%X
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Cement Retained | Single or Multiple Margin Height Selected
based on Soft Tissue
. Depth
Benefits

* Packaging unit: Abutment+ Abutment screw

* Tightening Torque: 35Ncm

* Available in multiple collar heights and 2 diameters.

* Available as Hex & Non-Hex.

* \Versatile features make this abutment indicated in
multiple clinical scenario.

4.15 Hex 4.15 Non-Hex

- Product Description ~ Hex  Non-Hex

~ SAbutment4.15x1 SAH4001 SANH4001

DSAbutmentasiall sAH4002 SANH4002 . 2 Non
WSAbutmenta 1553 SAH4003 SANH4003 Hex
- SAbutment5.2x1.5 SAH5001 SANH5001

- SAbutment5.2x2.5 SAH5002 SANH5002

- SAbutment5.2x3.5 SAH5003 SANH5003



ANGLED ABUTMENT e
Z'F%X
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Pre-fabricated Titanium abutment for single retained restorations

» Margin designed to profile
natural soft tissue contours

» 15 & 25 degrees angulation

» Indicated in anterior esthetic zone

» Comprehensive selection of varying margins and

angulations minimizes chair-side adjustments.
15° 25°

» Use Hex Driver.

» Packaging contents: Abutment + Abutment Screw.

15A4001 25A4001
> Tightening torque: 35Ncm 15A4002 25A4002
15A5001 -
» Length of abutment is 12.84mm 15A5002 -

46



UCLA ABUTMENT

} 8.4 mm
> 11 mm

Non
Hexed

Hexed

UCLA with Hex 4.15xImm  UCH4001
UCTAWitRIHeX 52X S mmuiiil ucH5001
UCLA Nonhex 4.15x1mm " |UCNH4001
UCLA Nonhex5:2x1.5" 1 UCNH5001
Abutmentscrew ~ ASOl

1-Fax

— TR LY

Versatile:

* Custom abutment for all indications using the lost
wax casting technique which can be used for both
cement or screw retained restorations.

* For screw-retained restorations directly to the
implant

* Burn-out cylinder for wax application

* For single (hex) or multiple (non-hex) units.

* Used to correct implant angulation and adaptable
to limited inter-occlusal dimensions

¢ Custom abutment for the small labs without the
purchase of capital equipment.

¢ Length of abutment is 11mm (8.4 mm from collar)



CUSTOMIZED SOLUTION : TIBASE ABUTMENT ZF'X
:

Ti Base Abutment:

» Titanium bonding base for the production of customized
abutments made of zirconia for i-Fix Implants.

» No requirement of sandblasting

» CAD/CAM Zirconia superstructure bonded to titanium

Ti-Base Hex Ti-Base Non- base

Hex
> Indicated for anterior esthetic zone.

_— » Screw-retained single tooth restorations: CAD/CAM

TBNH40 zirconium dioxide superstructure and directly veneered
_ crown bonded to titanium base

» Cemented single/ bridge tooth restorations: CAD/CAM
zirconium dioxide superstructure bonded to titanium
base, with full-ceramic crown

» Packaging unit: Tibase abutment + 2 abutment screws

» Tightening Torque: 35 Ncm



CUSTOMIZED SOLUTION :PREMILL BAR ZF;X

— TN R ML —

» These are used to fabricate
customized abutments

» Available in 2 diameters 10 &
14mm & total length of 28mm

» Intact internal connection.

PB14

_fj-



Digital Workflow Solution : HScan Body & Digital Analog i F%X
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H-Scan Body :

> Use to take Digital Impressions &
enables the digital workflow to be
more efficient.

» Available in 2 diameters 4.15 &
5.2mm

> Available in 3 lengths 4mm, 6mm &
8mm

» Titanium-made - autoclavable and
visible in X-ray scans

s

Digital Aanlog H scan Body




Full Arch Solutions: Over Denture Solution ZF;X

Ball Abutment

— TN R ML —

Versatile:

>

5
@Q.e’

v—

Packing unit: Ball Abutment + Abutment
Holder

Ball Abutment Cap package contains: Ball Cap,
Spacer and O Rings

Tightening torque: 25Ncm

Ball cap insertion and removal tool is available
for changing o rings




Over Denture Solutions — Locator Abutment i FEX“
=
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Locator Abutment

o

e Simple to use low-profile solution for secure over
denture attachment

e Simple nylon “male” attachments color coded for
retention, simple maintenance and self aligning

e Allows for diverging angulations up to 40 degrees

e Provided in multiple tissue height orientations
designed to facilitate removable implant retained

Locator Abutment overdenture

Pink (soft)0,Skg




Full Arch Solutions: Multi-unit Abutment ZF;X

St.Multi Unit 17° 30°



Flowchart — Multi unit
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IENGINEERED TO SIMPLIFY



1Fix

A New Solution for Clinicians . F' k
Simplified Design & Connection for long term success -riX

Engineered for Durability

Double start threads, where thread
advances the implant 1.6mm in 3.6
diameter implant & 2 mm with all
other diameters with each rotation.
In contrast to i-Fix implants
advance approximately 0.9mm with
each rotation.

The coronal region of the i-Fix -k
4/4.5/5/6mm diameter implants
are back tapered, a design that
allows for maximum bone volume
around the implant platform.

Implant body design The
expanding tapered body is
designed to attain high stability
even in compromised bone
situations.

Apical drilling blades facilitate
insertion into minimally
prepared sites.
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i-Fix-k : Konnection Engineered to Simplify 1-Faxck
7 8 10 12 14gme |
3.6 Y Y Y v
4.0 Y Y Y Y Y
45 \ A Y Y Y Y
5.0 Y Y Y Y
6.0 Y 4 Y Y




i-Fix-k : Master Surgical Kit 1-Faxk

Engineered for Durabilicy
|

DRILLS o v

| .
PARALLELING PIN ‘ : ‘!l .

(e @] e (@ @ -

HEX DRIVER ' n%'; w;m’ﬁ ‘ "——’-;;,;“—“-‘ co:mc:luomus

| (00 ® (eeoee .

\ ~ e T e IMPLANT DRIVER

SPARES \ . & “?.’ L] .: r 1X'k
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Prefabricated Abutment i-F%X:l(

Enginéered for Durability
Single Unlit Restoration Multiple Unit Edentulous Solution
Screw Cement Screw Cement Screw Removable
Retained Retained Retained Retained Retained
St.MUA Cemented Abutment St.MUA Angled Abutment  Multiunit Abutment Ball Abutment
Non Hex
CCM Hex Angled Abutment CCM Non Hex Tibase Non Hex Locator
Abutment

UCLA Hex TiBase Hex UCLA Non Hex



s 1Fix
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Prosthetic Components i-F%X:k

Engineered for Durability

Cover Screw HealinE Abutment
KCS01 Diameter Collar Height Article Code

4.0 1 KHA4010

Implant Analog 4.0 2 KHA4020

Implement the abutment on the working model. 40 3 KHA4030

Kind of connection - HEX 2.5 i

“ 4.0 4 KHA4040
4.5 1 KHA4510

Height Diameter Item Code 45 2 KHA4520

12 MM 45 MM KIAO1
4.5 3 KHA4530
45 4 KHA4540
5.5 1 KHA5510
5.5 2 KHA5520
5.5 3 KHA5530
55 4 KHAS540
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Prosthetic Components

Temporary Abutment

Temporary Abutment Hex KTAH

Temporary Abutment Non-Hex KTANH

2-Fick

Engineered for Durability

Open Tray Impression Coping

For Transferring the implant position to the master model.
Available for Pick-Up(open tray) technique.

Open Tray Impression Coping Short

KOTIS
Open Tray Impression Coping Long

KOTIL

Closed Tray Impression Coping:

For Transferring the implant position to the master model.
Available for Pick-Up(close tray) technique

Closed Tray Impression Coping Short

KCTIS

Closed Tray Impression Coping Long

KCTIL -



-Fix
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Prefabricated Final Abutments i-F%X:k

Cement Retained Solutions

Cemented Abutment

Available in a selection of diameters and heights.
Kind of connection -HEX 2.5 -

Height - 7.0mm

Engineered for Durabilicy

Angled Abutment

Available in a selection of diameters and heights.
Kind of connection - HEX 2.5

2 kinds of angle - 152, 252 -

Used for adjusting the path of the prosthetics
Use a 1.2 Hex driver.

Used for making the general cement type of the prosthetics. 252 G/H 1.0 screw may protrude slightly
Recommended Tightening Torque : 30Ncm

Use a 1.2 Hex driver

Diameter Collar Height Article Code
45 1 KCA4510
4.5 1.5 KCA4515
4.5 25 KCA4525
4.5 3.5 KCA4535
9:5 1 KCA5510
5.5 15 KCA5515
5.5 2.5 KCA5525
5:5 3.5 KCA5535

Collar Height 1 2 3

" Hex K15AH5001 K15AH5002 K15AH5003

= Non Hex X K15ANH5002 K15ANH5003
Collar Height 1 2 3

. Hex K25AH5001 K25AH5002 K25AH5003
= Non Hex X X X

I
g

k3!
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Prefabricated Final Abutments i—F%X:k

Engineered for Durability

-l

UCLA Abutment CCM Abutment:
The path of abutment can be controlled through the Available in a selection of diameters
milling process on the patient oral condition. Material - CCM (Body) Red (Hex) White (Non-Hex )

Kind of connection - HEX 2.5

Material - Red (Hex) / White (Non-Hex) Vs 5 1.9 Hevdsicer

Use a 1.2 Hex driver

UCLA Hex Description Article Code
KUCH CCM Hex KCCMH !
UCLA Non Hex \
KUCNH
CCM Non Hex KCCMNH
L1}
Ti Base Abutment
Description Article Code
Ti Base abutment Hex KTBH 9

Ti Base abutment Non Hex KTBNH %’




1Fix

Prefabricated Final Abutments

Multiunit Abutment

Description Article Code
Straight Multi Unit abut 1.5mm KMUA15
Straight Multi Unit abut 3.5mm KMAU35
17 Deg Multi Unit abut 2.5mm K17MUA25
17 Deg Multi Unit abut 3.5mm K17MUA35
30 Deg Multi Unit abut 3.5mm K30MUA35
30 Deg Multi Unit abut 4.5mm K30MUA45
Healing cap Multi Unit HCMUA
Abutment Screw Multi Unit ASMUA
Prosthetic Screw Multi Unit PSMUA

Temporary Titanium Coping Multi Unit TCMUA

O [ e [ = = | | (D e, S [~

Open Tray Imp Coping Multi Unit OTICMUA
Closed Tray Imp Coping Multi Unit CTICMUA
Abutment Analog Multi Unit AAMUA
Castable Sleeves Multi Unit Plastic CSPMUA
Protection Analog Multi Unit PAMUA




1Fix

Over Denture Solutions i-F%X:k

Engineered for Durability

Ball Abutment Locator Abutment
Over Denture solution Over Denture solution ?
Use Ball abutment Driver Maximum Torque 30Ncm.

Maximum Torque 30Ncm.

Description Article Code Description Article Code
Ball abutment 1mm KBAO1 Locator abutment Omm KLAOO
Ball abutment 3mm KBAO3 Locator abutment 2mm KLAO2
Ball abutment 5mm KBAOS Locator abutment 4mm KLAO4
Ball abutment Housing Package BAHP1 Locator abutment 6mm KLAO6
Ball abutment Analog BAA1 Locator abutment Housing Package LAHP1

Ball abutment Insertion tool BAITO1 Locator abutment Analog LAAO1




BONE GRAFT

1Fix



BCP LFix

* 25% I3 tricalcium phosphate +
75% Hydroxyapatite

* Porosity 60%

* Pore size 300-500um

* Mechanical resistance- 3 Mpa

* Resorption- 20% in 1.5yrs




adbone®

75% of hydroxyapatite and

25% of beta-tricalcium phosphate

Available geometries

Granules

Crunch

Cylinder

8x 20mm

)-Fex

o FOGE IBG PO [ e

orthopedic

Wedges

00

6% 25 x30mm
8x25X30mm
10x25x30mm
12 x 25 x 30mm
14 x 25 x 30mm

dental

Blocks

4x4x20mm
5x 10x 15mm
8x8x20mm
15x 15x20mm
15x 20 x 30mm




New vital bone surrounding the granule of adbone®BCP, observable after
12 weeks.
High osteoclastic activity, indicating bone remodeling




TCP LFix

* 100% I3 tricalcium phosphate
* Porosity 60%

* Pore size 300-500um

* Mechanical resistance- 3 Mpa
* Resorption- 20% in 5-bmth
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orthopedic dental

100% of beta-tricalcium phosphate

adbone®

Available geometries

= — : \ Granules Crunch Cuylinder Wedges Blocks
" . )
; A edbone '
:; .r-(” | @M > °
adbone:T.CP 0,1-0,5mm 4% 7mm 8 x 20mm 6x 25 x30mm 4%4x20mm
michevs 17 0,5—-1mm 8x25x 30mm 5 x 10 x 15mm
— 1-2mm 10x25x 30 mm 8x8x20mm
3-4mm 12 x 25 x 30mm 15 x15 x 20mm

14 x 25 x 30mm 15x 20 x 30mm
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12 week Follow-up

Due to our interconeccted structure and
large pore size, we can see new bone
formation in the middle of the TCP
particule
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INDICATIONS

> Full mouth rehabilitation
> Graftless solution

»  Thin ridge situation

> Bicortical engagement

A B C D E F G H
3.6x8 1 4.5 3.5 15 3.1 1.6
3.6x10 1 6 - 1.5 3.1 1.6
3.6x12 1 6 6 1.5 3.1 1.6
3.6x14 1 9 5 1.5 3.1 1.6
3.6x17 1 9 8 1.5 3.1 3 2.5 1.6
3.6x20 1 9 11 1.5 3.1 3 2.5 1.6
3.6x23 1 9 14 1.5 3.1 3 2.5 1.6
3.6x26 1 9 17 1.5 3.1 3 2.5 1.6




1-Fix
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Tip Length

Thread Length

Shaft Length

Apical Core Diameter
Apical Major Diameter
Collar Length

Collar Diameter

Pitch

PROSTHETIC OPTIONS

‘[ " Impression Coping

} BCX Analog

3

l BurnOut Cap




CIX

INDICATIONS

»

>

Immediate prosthetic loading
Elimination of screw loosening

» Reduces cost & time
A B8 C D £ F G H 1 ]
3510 0.65 10 10 2 1.8 0.9 3.5 2.46 1.55 0.5
3512 0.65 12 8 2 1.8 0.8 3.5 2.46 1.55 0.5
3514 0.65 14 7 2 1.8 0.8 3.5 2.46 1.55 0.5
3516 0.65 16 6 2 1.8 0.8 3.5 2.46 1.55 0.5
3008 0.7 8 13.5 2 2.2 1.2 4 2.95 1.55 0.5
4010 0.7 10 13 2 1.8 0.8 4 2.95 1.55 0.5
40312 0.7 12 11 2 1.8 0.8 4 2.95 1.55 0.5
4014 0.7 14 a 2 1.8 0.8 3 2.95 1.55 0.5
4016 0.7 16 8 2 1.8 0.8 3 2.55 1.55 0.5
4508 0.75 8 12.5 2.3 2.8 1.4 4.5 3.05 1.55 0.7
4510 0.75 10 13 2.3 2.3 0.9 4.5 3.05 1.55 0.7
4512 0.75 12 10.5 2.3 2.3 0.9 4.5 3.05 1.55 0.7
4514 0.75 14 9 2.2 2.3 0.9 4.5 3.05 1.55 0.7
5008 0.85 8 14 2.3 3.2 1.8 5 3.55 1.55 0.7
5010 0.85 10 155 2.3 2.6 1.2 s 3.55 1.55 0.7
S012 0.85 12 12 2.3 2.6 1.2 S 3.55 1.55 0.7
5014 0.85 14 11 23 2.3 0.9 5 3.55% 1.55 0.7
Ss508 0.95 8 18 2.5 3.2 1.8 5.5 4.04 1.55 0.7
5510 0.95 10 18 2.5 2.5 1.1 5.5 4.04 1.55 0.7
5512 0.95 12 15 2.5 2.5 1.1 5.5 4.04 1.55 0.7

1-Fix
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Tip Length

PROSTHETIC OPTIONS
Thread Length
Total Angle ]’ Impression Coping
Shaft Diameter
Apical Diameter .‘ CIX Analog

Apical Core Diameter ~
Implant Crestal Diameter 3

Implant Crestal Core Diameter BurnOut Cap
Pitch

Thread Depth
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