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SO 10993

The SO 10993 set entails a series of standards for evaluating the biocompatibility of medical
devices to manage biological risk. These documents were

The 1SO 10993 set entails a series of standards for evaluating the biocompatibility of medical
devices to manage biological risk. These documents were preceded by the Tripartite agreement
and is apart of the international harmonisation of the safe use evaluation of medical devices.



Biocompatibility Of Medical Devices |so 10993

Body jewelry materials

compliant with ASTM F138 or 1SO 5832-1 standards Surgical stainless steels compliant with SO
10993-6, 10993-10, and/or 10993-11 standards Stedl alloys

Modern Western body piercing professionals use awide variety of body jewelry materials. These
include some manufactured glass materials as well as nickel-free metals and alloys such as
titanium, gold, and niobium, which are versatile and can be used in both fresh and healed
piercings. Others, like wood, bone, and silicone, are recommended only for fully healed piercings.

Tygon tubing

procedures or pharmaceutical processing. Tygon Medical/Surgical Tubing S50-HL —
Characterized to the latest SO 10993 standards and U.S. Food and Drug Administration
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Tygon® is abrand name for afamily of flexible polymer tubing consisting of avariety of
materials to be used "across a range of specialized fluid transfer requirements’. The specific
composition of each typeis atrade secret. Some variants have multiple layers of different
materials. Tygon is aregistered trademark of Saint-Gobain Corporation. It is an invented word,
owned and used by Saint-Gobain and originated in the late 1930s. Tygon products are produced
in three countries, but sold throughout the world. Tygon tubing is used in many markets,
including food and beverage, chemical processing, industrial, laboratory, medical,
pharmaceutical, and semiconductor processing. There are many formulations of clear, flexible,
Tygon tubing. The chemical resistance and physical propertiesvary...

A biomaterial is different from a biological material, such as bone, that is produced by a
biological system. However, "biomaterial” and "biological material" are often used
interchangeably. Further, the...

Biomaterial
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International Standards Organization 10993 (1SO 10993) Biological Evaluation of Medical
Devices. The main objective of biocompatibility testsis to quantify the acute

A biomaterial is a substance that has been engineered to interact with biological systemsfor a
medical purpose — either a therapeutic (treat, augment, repair, or replace atissue function of the
body) or adiagnostic one. The corresponding field of study, called biomaterials science or
biomaterials engineering, is about fifty years old. It has experienced steady growth over its
history, with many companies investing large amounts of money into the development of new
products. Biomaterials science encompasses elements of medicine, biology, chemistry, tissue
engineering and materials science.

Biocompatibility

Biocompatibility (biomedical therapy): Ability of a material to performwith an appropriate host
response in a specific application. Biocompatibility:
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Biocompatibility is related to the behavior of biomaterials in various contexts. The term refersto
the ability of amaterial to perform with an appropriate host response in a specific situation. The
ambiguity of the term reflects the ongoing development of insights into how biomaterials interact
with the human body and eventually how those interactions determine the clinical success of a
medical device (such as pacemaker, hip replacement or stent). Modern medical devices and
prostheses are often made of more than one material so it might not always be sufficient to talk
about the biocompatibility of a specific material.

Cytocompatibility

international standards such as SO 10993-5, which provides guidelines for the biological
evaluation of medical devices. Cytocompatibility isa key criterion

Cytocompatibility refersto the ability of amaterial, surface, or substance to support cellular
activity and viability without causing cytotoxic effects. It is afundamental concept in
biomaterials science, particularly in the development of medical devices, tissue engineering
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scaffolds, drug delivery systems, and cell encapsulation technologies.

Since the immune response and repair functions in the body are so complicated it is not adequate
to describe the biocompatibility of asingle material in relation to asingle...

Medical device

SO 15223-1 defines symbols that can be used to convey important information on packaging and
labeling. 1SO 10993

Biological Evaluation of Medical Devices - A medical device is any device intended to be used
for medical purposes. Significant potential for hazards are inherent when using a device for
medical purposes and thus medical devices must be proved safe and effective with reasonable
assurance before regul ating governments allow marketing of the device in their country. Asa
genera rule, as the associated risk of the device increases the amount of testing required to
establish safety and efficacy also increases. Further, as associated risk increases the potential
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benefit to the patient must also increase.

The laboratory was set up in 2002. In 2004 it was audited by an international team and at the end
of 2004 the SGS CEBEC laboratory was approved asa CBTL (CB Testing Laboratory) under the
international IECEE-CB scheme. In 2005, it was approved by EEPCA as alaboratory operating
in compliance with the CCA, HAR and ENEC agreements...

Metal implants containing a combination of biocompatible metals or used in conjunction with
other biomaterials are often considered the standard for many implant types. Passivation isa
process that removes corrosive implant elements from the implant-body interface and creates...

For the purpose of the SO 10993 family of standards, biocompatibility is defined as the "ability
of amedical device or material to perform with an appropriate host response in a specific
application”.

CEBEC
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60825-1

LED &amp; Laser 1SO 10993 series - Biocompatibility RoOHS & amp; REACH directives
Mechanical testing against medical device standards Reliability testing - CEBEC (French: Comité
Electrotechnique Belge; Flemish: Belgisch Elektrotechnisch Comité) is a private Belgian rating
label for the quality assurance of electrical appliances. Use of this label indicates that a piece of
equipment conforms to European safety standards. The label isissued by SGS-CEBEC, now part
of the SGS group. CEBEC has its own electrical testing laboratory located in Brussels. It isan
approved laboratory for the purpose of certifications granted by SGS.

Hypoallergenic materials

the 1SO 10993 series for biological evaluation of medical devices, require extensive testing for
sensitization and cytotoxicity before approval of new
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Hypoallergenic materials are substances engineered or selected to reduce the likelihood of
provoking allergic reactions in sensitive individuals. These materials are used in a variety of
fields, including medical devices, textiles, and infant nutrition, to enhance safety and comfort for
people prone to alergies.

Nitinol biocompatibility

Use of biocomposites for medical applications: Orthopaedic Dental 1SO and FDA set standards
for evaluating and deter mining biocompatibility. 1SO 10993

Nitinol biocompatibility isan important factor in biomedical applications. Nitinol (NiTi), which
isformed by aloying nickel and titanium (~ 50% Ni), is a shape-memory alloy with superelastic
properties more similar to that of bone, when compared to stainless steel, another commonly used
biomaterial. Biomedical applications that utilize nitinol include stents, heart valve tools, bone
anchors, staples, septal defect devices and implants. It isacommonly used biomateria especially
in the development of stent technology.

Biocompatibility Of Medical Devices |so 10993



10

Biocompatibility Of Medical Devices |so 10993

Discovery of what would be considered a medical device by modern standards dates as far back
as c. 7000 BC in Baluchistan where Neolithic dentists used flint-tipped drills and bowstrings.
Study of archeology and Roman medical literature...
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