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i-Fix Implant

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

Dr. Mohammad Shahnawaz



Kamal Medtech
Who we are?



Global Footprint ’ ggg}gleering Z-F :




Unit 1 - Manufacturing Facilities .
at Yamuna Nagar -200km north of Delhi Z'F
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Unit 2 - Casting & Machining Facilities
at Yamuna Nagar Z'F







Kamal Medical Devices Brands ZF?X
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Stenoflex . F m
Sirolimus Eluting Coronary Stent System Z X

E‘vlerOSh i ne —— POWERING SMILES ——

Everolimus Eluting Coronary Stent System




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

e

1-Fix

e PO ERIRD SMILES e

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
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FORM MD-8

[Sae sub-uwe (1) nde 25]

for S or for T

0f Class C or O3ss D medica device

Licence Number: MFGMDY20 13000057

1. WS KAMAL ENCON INDUSTRIES LIMITED, 56 INDUSTRIAL ESTATEYAMUNA NAGAR, —, Haryana (India) -
135001 Telaphone No.: 1123351365 FAX: 1123721657 has been loenced o for s or for

the beiow listed medical device(s) at ihe pramises SMuated 3t M's KAMAL ENCON INDUSTRIES LIMITED, Pict No.
917, IMT Fandabad, Sector- 63, Fanaaba, Haryana (Incta) - 12100t Telepnone No-- 11-23723153, 11-23351359
FAX: 11-23721657

2. Detals of mecical davica(s) [Annexed]

3. The names, qUANC3YONS ana expenence of e competent technical sla responsioie fof the manufacture ana
125T0g Of ME ADOVE MENNIoNED MEdia devica(s] AS per maintain by me
4. TTes licence Is SUCect to the prowisions of iz Madical Devices Rules, 2017 and conaltions prescribed therein.

ANNEXURE

SNo. Detafis Of Devioa(s)

1 Genenc Name:Dental implanis ith Abutments & Prosthests

Model No.:NIL

Intendied Use:Dental implants ane Infenced for SLgic Pacament 11 the UpRer oF lower [aw i
PrOVidE 3 Means %or DIOSTIENC AACNMENt I SNJIe 100M restorations and in partially or fuy
ec2ntuous Spans with mutiple single teeth L2izng de3yed oading, of 35 3 leming o
Intermediary Joutment for fixed o and % retain

Ciase of medicd device'Class C

M3taral of consiruction: TRanium Alloy, THEAREV

Dimensiongf any) Diameter (mm): 3.00, 3.50, 4,00, 4.50, 5.00 & 5.50 AND Leng® (mmj: 7.50, 8.50,
10.00, 11.50, 13.00 8 15.00

Sherifesd months
Sterte or Non stenleSienized
mmwmmmmmm 1gglmmmm |
S ESWARA =S5
Place: REDDY ===
Date29-May-19 Central Licensing ALEnONty

Certifications: MDR 2017 & I1SO 13485

,-n.,.

len-‘ln

tranent

| evaluale | assess | cerfify |

Certificate No. MD-QMS/91/R/2609

This is i certify that

Kamal Encon Industries Ltd.

Plot No. 917, Sector 68, IMT

assessors of qualily

121 001, H:

has been found to conform to the requirements of

Maedical Devices - Quality Management Sysiem Standard
ISO 13485:2016

This is valid for th

Design, mn-n,m and a- of:
(1) Inter onal gy Pro
megﬁ.cmunm

@ sand P

"> and Sales

Inital Cotfication = 270772019
Valid et o 2!oTR022

e st ol e e el e

e o s,y o o S ErT ey
Accoaditn Body: Natio e Accreditatio o dfor Cectfarion Sacee (UBCE)
e Do B O, 5 e, . e Gt A, Bt S0t Vg,

- g

L S B ot b e a8 Gl
e MLr e i o e Pt b B i s o

Tating Auy ooty Zantt P s
EXT e -
e b
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CE CERTIFICATION

S

/g

CERTIFICATE

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

¥ ULy
Q%%
aawd

Y,

Polish Centre for Testing and Certification certifies
chat 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 ilb

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

oFM\ull(udu&neSnmoanDmﬁHUEEChmnsM
implemented into Polish
25 evi d by the sudit cond "bythePCBC

Validity of the Certificate: from 25.05.2021 to 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-80/2020

-Fix
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IIT Delhi Conceptual Design - led to Indian and US Patent Z-F;X
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US Patent No. 9,833,300

I
o

Fig.1

Assembly

I=l_.’;i,'/

Implant

Abutment




GRADE 5 ELI

-Fix
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Advantages

Tensiie sirengin

B840 MP3 miiamum

Exramety hagh strengity’
wealgne rarno

Elonganion

10%

Oxygen content

.1 3% maxanum

improved gutiilioy and
iraciure toughness under
S1306C S3Nd Y Rammiec loads

Blocomaan ity

Excediesm

Owec: ssrucurat ang
Tuncionatl connacion
Serwveen bara and Fnplant
surface
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Ti Grade 5 ELI -Fix

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

e ELlis also referred to as Grade 23
Titanium and ASTM F136.

P pre e Ti6Al4V ELI contains reduced levels of
R S — oxygen, nitrogen, carbon and iron. ELI
1 is short for “Extra Low Interstitials”,
T and these lower interstitials provide

improved ductility and better fracture
toughness for the Ti6AlI4V ELI
material.




A comparative study with commercially available Implants Z-ng w
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Comparlson of Microstructures
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© 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 s
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
I Sterility test Sample complies with the test  As per guidelines of
for sterility USP-37
NOTE: Party-asked for above test only.

DOR: 06402-15
DOC: 20412-18

Al
A
AN




Indian & US Patent

FAE
S0 No+ 011117822
INTELLECTUAL 4
PROPERTY INDIA
PATENTS | GESIGING | TRADE MARKS “!ﬂ!
s e e Govenmm OF INDIA
THE PATENT OFFIGE
Fl
N b P e
32 4. ! Patent No. : 324068
A 1./ Apphcation No. 2243/DEL/2007
TER B H WG/ Date of Fiing 28010/2007
A/ Patentse COUNCIL OF SCIENTIFIC & INDUSTRIAL RESEARCH

e o o & fos 34 9 o awrey F qunesten DENTAL IMPLANT SYSTEM =1 anfresrs
% fo, B3 wifTas, 9690 $ SURA $ H{AT HW @l 26th day of October 2007 & &% T %
safa # fe T e e d

1t Is hereby certified that a patent has been granted to the patentee for an invention
entitied 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.

b
"ww i

et
i 22 Farey
Wa-m Lol Conwoter of Patant

Tor® - 4 2¢ § wfiwes 4 ot 57w ow e ¥, 26t day of Octabur 2000% ST b T w o= A 9 for 3w A
Kote.  The foes for ranewal of this pajent, #11 i 10 be mamsanad wil tall / has fallen cdae on 26Eh day of October 2008 and an the same |
day in vy yaar hanaatar

R e e

a2 United States Patent

US009833300B2

(10) Patent No.:  US 9,833,300 B2

Verma et al. (45 Date of Patent: Dec. 5,2017
(54) DENTAL IMPLANT SYSTEM (58] Fiel of Classification Search
[ S — v ABIC BAOD4E-B/0078
(75} Inventors: Mahesh Verma, New Delhi (N} (Cunlumed]
Naresh Bhatnagar, New Delbi (IN);
Abhinay Seod, New Delhi (IN): {56) References Cited
Farukh Faraz, New Delhi (IN); - .
Kshitij Sharma, New Delhi (IN); 115, PATENT DOCUMENTS
Gedela V. Rap, New Delhi (IN); Palani SISEEM A * 121906 Hamsson ... ASLC £0022
S. Kumar, New Delli (IN): Shankar 433173
6149432 & % 112000 Shaw etal. ... 433174

Iyer, Elizabeth, KJ (LIS}

(73) Assignes: Council of Scientific & Industrial
Research, New Delli (IN)

(%) Motice:  Subject to any disclaimer, the term of this
patent is extended or adjpsted under 35
US.C. 154(b) by 158 days,

(21} Appl. No.: 12/739,654

(12) PCTFiled: et 23, 2008
(86) PCT No.: PCTANZMSO00TH
§ 371 (eI}

(23, (4) Date: Jan, 28, 2011
(87) PCT Pub. No: WO209/054005
PCT Pub. Dhate: Apr. 30, 2009
(65) Prior Publication Data
US 20010017522 A0 May 19, 2011
(300 Foreign Application Priority Data
Ot 26, 2007 {IN} i 224NDEL2007

(31) Int, CI.

AGIC & (2006.01)
(52) US.CL

CPC .

o AGIC 85 (201301 AGIC 80022
(2013013, AGIC 840025 (2013.01);
(Continved)

(Continued)
FOREIGN PATENT DOCLUMENTS
WO WOHEVIBITET 4 AHEY

WO WO NS DRI 4 RIHHIE
WO WO HNTORSS A 307

OTHER PUBLICATIONS

Eskitascioglu et al. *“The imfluence of occlu=al loading location an
siresses iransferred to implant-sopported prosibeses and supparting
bone: a three-<dimensional finite element stady,” Feb. 2004, Journal
of Prosthetic Dentistry, vol. 91, pp. 144-150.%

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

{57) ABSTRACT
A serew type dental implant system (1), having a dental
inplant fixtuse (2}, & multifanctional component (3) and an
abutment screw (4). The serew shape dental snplant fixture
Tias an extemnal surface having butiress threads on the body
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 siresses al the crest of the bone leading o
decrense resorption of crestal bone. The multifunctional
component serves the purposes of implant mount, impres-
sion analog and final abwiment and has & single prosthetic
platform so one component is compatible with different
implant dimensions, which minimizes the inventory needed
for the implant system and allows easy handling of the
(Continued)
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Kamal Medtech Facility Z"ng
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Facility Area - 50000 Sqft Controlled Area — 20000 Sqft
State of the Art Clean Rooms Compliant with MDR
2017 & ISO 13485

High-tech QC Labs

Equipments
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Basal Implants



r-Fix

Jaw bones

Alveolar
process

Cortical
plates

Alveolar
bone proper

J




Internal
oblique
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Externall
oblique
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Bicortical Implants 7-F

.._,_
L ™
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* Bicortical implants engage more than a single cortical plate
when placing a dental implant.

* Typically, this is done with the cortical bone of the base of the
mandible or the floor of the maxillary sinus or nasal cavity and
the crestal cortical bone of the edentulous ridge.

* They depend on osseo-adaptation/mechanical retention
* Osseointegration completes after 20-24 months
* Basal bone is more stable with minimum changes in structure




Compressive Implants -Fix

 Compressive implants are one-piece implant with
compressive threads.

* The thread bearing portion is SLA treated.

* They are used for single and multiple restorations with
immediate loading in the upper and lower jaws with adequate
bone tissue.

* Implants can be placed by flap or flapless approach with
subcrestal position of the implants.

* Implant placement is also possible immediately following
tooth extraction, if sufficient bone tissue is available.
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Frontal process

Maxillary

Palatine
process

pProcess
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NASAL CORTICAL ENGAGEMENT X




SINUS FLOOR ENGAGEMENTZ-FiX




L

SINUS SEPTA ENGAGEMENTZF
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ALVEOLAR PALATINE EIXATION Fix

ORBITAL SPACE

MAXILLARY SINUS

IMPLANT ANCHORING
PALATAL BONE




APICALLY CONVERGING IMPLANTZSng"
— BETWEEN INTER-MENTAL FORAMEN

Apical convergence



NERVE BYPASS — BUCCAL OR LING@ X
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LINGUAL CORTICAL ENGAGEMENTX




PALATAL & BUCCAL CORTICAL 1-Fex
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TRABECULAR/ CANCELLOUS BONE i-F§X1

e PO ERIRD SMILES e

* It’s the meshwork of spongy/ porous tissue.

e Its organized in trabeculae oriented according to the
direction of the physiological load.

* Active cellular process present.
*  Formation & growth of new bone
* Attracts infectious cells also.




CORTICAL BONE Fix

e PO ERIRD SMILES e

* Dense tissue found at the
surface.

*  Mechanical load is borne

| T | "'\3\‘2 bone
a Ong Compact
bone

multiple as.




Types of bone depending upon
cortical and cancellous bone ratio

I Found in the anterior region of jaw-

Quality 1 Quality 2 Quality 3

Thin layer of
cortical bone
surrounding dense
trabeculae bone

Composed of Thick layer of
cortical bone

homogenous
compact mass surrounding dense
trabeculae bone

Quality 4

Thin layer of cortical
bone surrounding a
core of low-density

trabeculae bone

-Fix
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Different types of bone in different : .
1-FiX

locations U1 EN
el

dense cortical Anterior mandible

D1
D2 porous cortical and Anterior mandible
coarse trabecular Posterior mandible
Anterior maxilla
D3 porous cortical (thin) and  Anterior maxilla,
Posterior maxilla

fine trabecular
Posterior mandible

D4 fine trabecular posterior maxilla




Cortical bone areas of Maxilla and Mandible ZFX
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T

Maxillary tuberosity » Below or at linea oblique of mandible
Pterygoid plate »  Buccal & lingual cortical plate.

Wall & floor of maxillary sinus

Nasal wall and floor

Medial nasal spine

Buccal & palatal cortical plate.

Zygomatic process

YVVVVVVY



Single piece implants 1-Fax




What is Basal implant ...?

NORMAL
MANDIBILE

Alveolar Bone & Basal Bone

Crestal alveolarbone

b

pEtalbone Depiction of

J lost alveolar bone

i
RESORBED
MANDIBILE




CRESTAL & BASAL IMPLANTS




INDICATIONS FOR BASAL IMPLANTS

Quick and simple procedures

* Immediate loading

 Economical

e Can be used in patients with poor bone
quality and quantity

 Can be used in anatomically unfavorable
situations

* Helps avoid sinus lifts and bone
augmentation / grafting procedures

 Overcomes disadvantages of two piece
implants
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CONTRAINDICATIONS ~ 2-Fix

Severely compromised medical conditions
High risk of surgical failure

High esthetic requirements

Ti allergy



REQUISITES FOR SUCCESSFUL IMMEDIATE
LOADING

* High density bone at implant site

* Implant design that increases mechanical retention
* Rough implant surface to increase primary stability
* Bicortical implant placement for increase stability
* Avoidance or reduction of distal cantilevers

* Protected occlusal scheme against overloading

g
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-Fix
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Single Piece Implants Two — Three Piece Implants

implant and the abutment are fused implant and the abutment are separate

Single sitting surgical procedure and very often flapless complex surgical procedures , may involve grafting

less time consuming than that required for bridgework.  spread over 2 or 3 sittings in a period of 3-6 months

Immediate Loading Delayed Loading

A wide range of sizes and designs are available suiting Limied sizes and designs
various bone types and measurements. The designs
even help avoid bone augmentation and sinus lifts.

more cost effective in comparison with two/three piece  Expensive — with respect to the costs of the implants
implants

Maintenance is very simple more complex




Disadvantages 7-F

* Osseointegration takes a longer time

* Emergence profile is hard to achieve

* Aesthetics are compromised

* Only cement retained solutions are available

* Transfer of multi-implant impression is technique sensitive

il
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BI-CORTICAL ENGAGEMENT IN MANDIBLE ZF'X
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PTERYGOID IMPLANTS i

* Animplant engaging the pterygoid apophysis and thus
taking distal support and avoiding successfully the cantilever
situation is called a pterygoid implant.

A4
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WHICH IMPLANT IN WHICH REGION...?
FOR MAXILLA

VVVY

YV VY

CLEAN SOCKET
HEALTHY BONE
NO INFECTION
CLEAN EDENTULOUS SPACE

INFECTED SOCKET

POOR BONE

IMMEDIATE EXTRACTION

IN IMPLANT REJECTED CASES




I-Fix One

Implant surface is polished for protection
from bacteria when placed in infected
sockets

Bicortical engagement

Immediate loading

Can be placed in extraction sockets
Grade V ELI Ti

Bendable




Indications i-Fixe

- rull mouth rehabilitation
» Graftless solution

* Thin ridge situation

* Bicortical engagement
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3.6:8 1 45 3.5 L5 3.1 1.6
3.6x10 1 6 4 L5 3.1 1.6
3.6x12 1 6 6 L5 3.1 1.6
3.6x14 1 9 5 L5 3.1 1.6
3.6x17 1 9 8 L5 3.1 3 2.5 1.6
3.6x20 1 9 11 L5 3.1 3 2.5 1.6
3.6x23 1 9 14 L5 3.1 3 2.5 1.6
3.6x26 1 9 17 L5 3.1 3 2.5 1.6
A - Tip Length E - Apical Major Diameter
B - Thread Length F - Collar Length
C - Shaft Length 8 - Collar Diameter
D - Apical Core Diameter H - Pich
PROSTHETIC OPTIONS
’
J
3
Impressian Coping i-Fix One Analog BurnQut Cap
PRODUCT CODE
Length (in mm )
Blnsiyr{pren) 8 10 12 14 17 20 23 26
3.6 10360800 | 10360100 | 103801 20 | 10360140 (10360170 | 10360200 | 10360230 (10360260

1-Fixe



i-Fix C1 1-Fixa

e SLA surface on threads

* Excellent primary stability

* Condensation of soft cancellous bone
* Minimum osteotomy required

e Excellent for narrow ridges
 Immediate loading

e Grade V ELITi



Indications 1-Fixa

* Immediate Prosthetic loading
* Elimination of screw loosening
* Reduces cost & time



INDICATIONS

v Immediate Prosthetic Loading
v~ Elimination of screw lasening

v Reduces cost & time

1 s

3510 | 0.65 10 10 2 1.8 0.9 3.5 2.56 1.55 0.5
3512 | 0.65 12 8 2 1.8 0.8 3.5 2.46 1.55 05
3514 | 0.65 14 7 2 1.8 0.8 3.5 2.45 1.55 0.5
3516 | 0.65 16 6 2 1.8 0.8 3.5 2.45 1.55 05
4008 0.7 8 13.5 2 22 1.2 4 2.95 1.55 05
4010 0.7 10 13 2 0.8 0.8 4 2.95 1.55 0.5
4012 0.7 12 11 2 1.8 0.8 4 2.95 1.55 0.5
4014 0.7 14 9 2 1.8 0.8 4 2.95 1.55 0.5
4016 Q.7 16 8 2 1.8 0.8 4 2.95 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 2.3 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 14.5 23 2.6 1.2 5 3.55 1.55 0.7
5012 | 0.85 12 12 2.3 2.6 1.2 5 3.55 1.55 0.7
5014 | 0.85 14 11 2.3 2.3 0.9 5 3.55 1.55 0.7
5508 | 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

A~ TipLongh PROSTHETIC OPTIONS

B - Thread Length

C - Total Angle

D - Shaft Diameter e " 1

E - Apical Diamater J

F - Apical Core Diameter 3

8 - Implant Crestal Diameter )

H - Implant Crestal Core Diameter 3

1 - Pitch

J} - Thread Depth Imprassion Coping I-Fix C1 Analbog BurnOut Cap

PRODUCT CODE

Brand Name: i-Fix C1

Ciametar (man) 8 10 12 14 16 18 20
35 IC350800 | IC350100 | IC350120 | IC350140 | IC350160 | IC350180 | IC350200
4 IC400800 | IC400100 | IC400120 | IC400140 | ICA00160 | IC400180 | IC400200

4.5 IC450800 | IC450100 | ICA50120 | IC450140 | IC450160 X X

5 IC500800 | IC500100 | IC500120 | IC500120 X X X

55 IC550800 | IC550100 | IC550120 | IC550140 X X X

1-Fixa



WHY IMPLANTS HAS TO BE PLACED LIKE
THIS..??

Strategic implantology is all about
to place implant in good bone
with bicortical engagement with
good primary stability and long-
term retainability....
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SURGICAL PROTOCOL BEFORE PLACEMENT
OF IMPLANTS

* Full mouth scaling has to be done 24 to 48 hours
before surgery.

* Antibiotics 5 days course along with mouth
wash has to be started 24 hours before surgery.
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SURGICAL PROTOCOL ON THE DAY OF . _
IMPLANTS )-F2x

* Infected tooth has to be extracted completely and should be
curetted completely with gauge till all the granulation tissue
is removed.

* Use betadine gargle to clean the sockets

* Avoid over drilling and use proper irrigant to avoid over
heating



POST SURGICAL CARE -Fix

Check for good clearance of implant abutment from the
opposing tooth or implants.

Hybrid denture impressions has to be started on the same
day after surgery and has to be delivered with in 3 days.

Ask patient to continue the medication for three to five days



COMPLICATIONS

ematoma

Airway
obstruction




MANAGEMENT

Nerve
regenerating
agents

Wait till 3
months

Bi digital
pressure

Micro -
neurosurgeon

Maxillofacial
help

Homeopathic

Drainage

1-Fix
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PRECAUTION

Keep finger — feel
the perforation,
don’t dip

Block -
contraindicated

Preserve lingual
mucosa

Lingual
anastomosis , Reflect flap when

lateral lingual in doubt
W ETIES

Make good
After pathfinder friendship with
use twist drill maxillofacial
surgeons
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Ratchet
Insertion Tool

‘

TORQUE WRENCH
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Pilot drill 1-Fix
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vFix

2.0mm Drill
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1-Fix

CIX driver







Thank you



