Tecvac Limited

Diamolith Coatings
Biocompatibility
Certificate



Contents

1. Mechanical

1.1.
1.2.

Durability/Pin on Wheel
Sand Slurry Test

2. Medical Application
3. Biological

3.1.
3.2.
3.3.
3.4.
3.5.
3.6.
3.7.

Cytotoxicity
Toxicology
Mutagenicity
Intramuscular (in vivo)
Blood Compatibility
In Vitro

In Vivo



. Mechanical Tests
1.1. Durability / Pin on Wheel Test
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2.0 Medical Applications for DLC Coatings

2.1 Implantation Devices

+ Dental Implants

+ Hip Replacement Components
+ Knee Replacement Components
+ Spinal Components

+ Nails, Pins and Screws

+ Heart Valve Components

2.2. Orthopedic Tools

+ Dirills

+ Reamers

+ Broaches

+ Cutters

+ Scalpels

+ Pharmaceutical Powder Punches

2.3. Mechanical Components

+ Blood Pump Components

+ Syringe Needles

+ Ultrasound Scanner Components
+ Arthroscope Components

+ Microscopy Components



3.0 Biological Evaluation
3.1 Cytotoxicity an Cytocompatibility

Test Aim Protocol Result

Laboratory: BBOMEDICAL TECHNOLOGY WING SREE SHITRA, TRIBUNAL TRIVRANDRUM
695012
Agreement : NORM/ISO/CEI 17025 By OFRAQ NUMBER : 1-1433

3.2 Toxicology

Test Aim Protocol Result




Laboratory: BIOMEDICAL TECHNOLOGY WING SREE SHITRA, TRIBUNAL TRIVRANDRUM
695012
Agreement : NORM/ISO/CEI 17025 By OFRAQ NUMBER : 1-1433



4.0

3.3. Mutagenicity

Test Aim Protocol Result

Gentotoxicity Ti + Diamolith ISO 10993-3 No Clastogen Activity
with human Lympocytes

Carcinogentoxicity Ti + Diamolith ISO 10993-3 ﬂ
with human Lympocytes

Reproductive Toxicity Ti + Diamolith ISO 10993-3

with human Lympocytes

Labo: LEMI, technopole MONTESQUIEU, 33650 MARCILLAC, FRANCE
Agreement: ACCREDITATION ACCORDING EN 45001 by COFRAQ Registered No 1-0616

3.4 Intramuscular Implantation in Rabbits up to 1 year

Laboratory: BBOMEDICAL TECHNOLOGY WING SREE SHITRA, TRIBUNAL TRIVRANDRUM
695012
Agreement : NORM/ISO/CEI 17025 By OFRAQ NUMBER : 1-1433

Parameters Time Period in Months
One Three Six Twelve

DLC/Ti | Ti DLC/Ti | Ti DLC/Ti | Ti DLC/Ti Ti
Necrosis +/- +/-to 1+ 0 0 0 0 0 0
Neutrophilis 1+ 0 0 0 0 0 0 0
Macrophages 1to3 +/- to 3+ +/- +/- +/- +/- +/- 0
Lymphocytes +/-to0 2 +/-to 2 +/- +/- +/- +/- +/- 0
Plasma Cells 0 0 0 0 0 0 0
Giant Cell Muscule Muscule 0 0 0 0 0

1+ 1+
Eosinophils 0 0 0 0 0 0 0 0
Foreign Body 0 0 0 0 0 0 0 0
Fibroblast 1to3 1to 3 +/-to 3 1to +/- 2+ +/- +/-

+
Fibrocytes 1+ +/- to 2+ +/-to 1+ i+ +/- to 1+ +/- +/-
+

Fatty Infiltration +/- 0 +/- +/- 22+ +/- 1+ 1+
Calcification 0 0
Haemorrage 0 0
Oedema 0 0




Any Other 0 0 0 ‘ 0 ‘ 0 0 0 ‘ 0

Table above is a summary of light microscopy observations around the coated and uncoated implant sites:
0 = Item not present : +/- item occasionally present; 1+ item present to a small degree; 2+ item present to a
moderate degree; 3 + item present to a large degree

3.5 Blood Compatability

a) Invitro -

e Platelet Adhesion
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b) Invivo

Decrease of thrombosis with Diamolith




