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Fast Facts

Glass-Filled Polycarbonate Resins
for Medical Applications
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Glass-Filled Polycarbonate Resins
for Medical Applications

Trinseo’s CALIBRE™ 5000 Series is our portfolio of
glass-filled polycarbonate medical resins for the
medical devices industry. This series of medical
resins offers valued design freedom by providing a
balance of flexural strength and stiffness,
dimensional stability, and practical toughness
for the most demanding applications. The Trinseo
difference is comprehensive 1SO10993
biocompatible test support data, robust lot
traceability and a strict management of change
process that supports our customer’s

compliancy to ISO13485 requirements throughout
their product life cycle.

Advantages and Benefits

Customized Structural Strength

» Trinseo’s glass-filled resins can be custom
formulated to meet specific needs of an
application with varying glass content up to 40
percent to achieve desired results (See chart
on the following page.) The custom specified
resins offer the desired balance of strength and
stiffness for components of devices such as hand
held instruments that must provide a reliable and
consistent force to fire of the mechanical
mechanism. They are also ideal for
endo-mechanical housings and components,
such as triggers and housings.

Biocompatibility Tested

* Physical, chemical and toxicological testing has
been done on the resin as well as colorants
according to IS0 10993 standards to determine
biocompatibility. A summary of the test results is
available upon request. Our standard grades are
also listed with FDA Master Access Files in order
to assist with regulatory compliance.

Ignition Resistance

+ CALIBRE™ 5101 and 5201 Glass-Filled
Polycarbonate Resins have UL94 ratings
indicating these grades are suitable for certain
powered device applications, such as battery
powered surgical devices and low powered
units. The UL94 flammability ratings include V-2
at 1.5mm and V-0 at 3.0mm. See the Yellow

Cards associated with these products for specific
details.

Sterilizable

* CALIBRE™ 5101 and 5201 Glass-Filled
Polycarbonate Resins can be sterilized using the
common methods shown below. Physical
properties and part appearance are typically
maintained with exposure. With irradiation
treatment, certain colors may exhibit slight color
changes that often return to the original color
within a period of time.

Ethylene Oxide Up to 5 Cycles
Gamma Radiation Up to 10 Mrad (100kGy)
e-beam Radiation Up to 10 Mrad (100kGy)

Regulatory Support

* Global regulations around glass-filled resins are
increasingly stringent and complex. In order to be
compliant with regulations, Trinseo has regional
product stewards who provide customers with
detailed information regarding its materials. Our
Regulatory Data Sheets (RDS) include
comprehensive, global regulatory data on the
glass-filled plastics allowing OEMs to determine
the suitability of the materials for their intended
end use.

Sampling Available

The following grades are available for immediate
sampling through Trinseo’s Sample Stock Program:

+ CALIBRE™ 5101-15 FC770001 Polycarbonate
Resins, BLACK, 10% GLASS

+ CALIBRE™ 5201-12 FC850122 Polycarbonate
Resins, WHITE, 20% GLASS

Key mechanical and thermal properties for these
Sample Stock grades can be seen in Chart 2,
which represents Flexural Stress vs. Strain (ASTM
D790), and Chart 3, which represent Deflection
Temperature Under Load @ 264psi (ASTM D648).
Trinseo will consider custom formulations with
specific glass content and color to meet desired
specification.

Focused on Meeting your Needs. The CALIBRE™ 5000 Series Polycarbonate Resins was designed for
applications requiring enhanced strength and stiffness, dimensional stability and an alternate material
resulting in lighter weight devices. In addition to these materials, Trinseo offers a full portfolio of CALIBRE™
Polycarbonate Resins, EMERGE™ Advanced Resins and MAGNUM™ ABS Resins for single and multiple use
devices and equipment housings in a variety of medical application areas. For more information, contact us at
1-855-TRINSEO (+1-855-874-6736) or visit us online at http://www.trinseo.com.
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Glass-Filled Polycarbonate Resins for Medical Applications

CALIBRE™ 5000 Series:
from 0 - 40 % Glass Filled

The chart at the right indicates the tendency

Flexural Modulus, ASTM D790
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5000 Series Polycarbonate Resins ideal for
devices ranging from hand held instruments
to equipment housings as an alternative to
metal or non-filled plastics.
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Chart 1: Flexural Modulus, ASTM

Resins 10% and 20%

Glass Filled Flexural Stress, ASTM D790
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when compared with polycarbonate with " 20

0 percent glass filler, not only will a higher 20

percentage of filler make the material more 0 i . . |
resistant to bending, materials with higher 0 1 2 3 4
glass content are more resistant to Strain, %

deflection even under extreme heat. In 20% Glass
addition to structural integrity, the higher 10% Glass
percentage of glass filler allows 0% Glss

manufacturers to achieve a much faster
molding process due to the ability to
remove a part from a mold quicker without
deformation.

Trinseo will work with customers to formulate
a resin with an ideal percentage of glass filler
to achieve specific results.

Chart 2: Flexural Stress, ASTM

Deflection Temperature
Under Load, 264psi, °C

0% Glass 10% Glass 20% Glass

Chart 3: Deflection Temperature

Because CALIBRE™ 5000 Series Polycarbonate Resins are medical grade polymers, they are designed to
provide the biocompatibility, sterilization options, and molding characteristics required by the medical industry.
Biocompatibility testing has been conducted for these polymers.
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The principles of Responsible Care® and Sustainable
Development influence the production of printed
literature for Trinseo S.A. and its affiliated companies. As a
contribution towards the protection of our environments,
Trinseo’s printed literature is produced in small quantities
and on paper containing recovered/post-consumer fiber
and using 100 percent soy-based ink whenever possible.

PRODUCT STEWARDSHIP

Trinseo and its affiliated companies have a fundamental
concern for all who make, distribute, and use their products
and for the environment in which we live. This concern is
the basis for our Product Stewardship philosophy by which
we assess the safety, health, and environmental information
on our products so that appropriate steps may be taken to
protect employee and public health and our environment.
The success of our product stewardship program rests with
each and every individual involved with Trinseo products -
from the initial concept and research, to manufacture, use,
sale, disposal, and recycle of each product.

CUSTOMER NOTICE

Customers are responsible for reviewing their
manufacturing processes and their applications of
Trinseo products from the standpoint of human health
and environmental quality to ensure that Trinseo
products are not used in ways for which they are not
suitable. Trinseo personnel are available to answer
questions and to provide reasonable technical support.
Trinseo product literature, including safety data sheets,
should be consulted prior to the use of Trinseo products.
Current safety data sheets are available from Trinseo.

No freedom from infringement of any patent owned by
Trinseo or others is to be inferred. Because use conditions
and applicable laws may differ from one location to
another and may change with time, the customer is
responsible for determining whether products and the
information in this document are appropriate for the
customer’s use and for ensuring that the customer’s
workplace and disposal practices are in compliance with
applicable legal requirements. Although the information
herein is provided in good faith and was believed to be
accurate when prepared, Trinseo assumes no obligation or
liability for the information in this document.

NOTICE REGARDING MEDICAL APPLICATION RESTRICTIONS

Trinseo requests that customers refer to Trinseo’s Medical
Application Policy http://www.trinseo.com/medical.htm
before considering the use of Trinseo products in medical
applications. The restrictions and disclaimers set forth in
that policy are incorporated by reference.

DISCLAIMER

TRINSEO MAKES NO WARRANTIES, EITHER EXPRESS OR
IMPLIED, IN THIS DOCUMENT; ALL IMPLIED WARRANTIES
OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR
PURPOSE (INCLUDING MEDICAL APPLICATIONS) ARE
EXPRESSLY EXCLUDED. TRINSEO DISCLAIMS ANY AND ALL
LIABILITY FOR LOSSES OR DAMAGES THAT MAY RESULT
FROM THE USE OF TRINSEO PRODUCTS IN UNSUPPORTED
USE. TRINSEO MAKES NO WARRANTIES, EXPRESS OR
IMPLIED, THAT THE USE OF ANY TRINSEO PRODUCT WILL
BE FREE FROM ANY INFRINGEMENT CLAIMS.

For more information on products, innovations,
expertise, and other services available from
Trinseo, visit www.trinseo.com, or contact us
as indicated below.

North America
us. +1-855-TRINSEO (+1-855-874-6736)

US. & Canada +1-989-633-1718
Latin America
Brazil +55-11-5184-8722

+54-11-4319-0100
+52-55-5201-4700
+800-444-11-444
+31-11567-2601

Argenting, Chile, South Region of LAA
Mexico, Colombia, North Region of LAA

Europe/Middle East/Africa

Asia Pacific +603-7965-53-19
China +86-21-3851-1017
Email (IG@trinseo.com
www.trinseo.com

GENERAL NOTICE

Any photographs of end-use applications in this document
represent potential end-use applications but do not
necessarily represent current commercial applications, nor
do they represent an endorsement by Trinseo of the actual
products. Further, these photographs are for illustration
purposes only and do not reflect either an endorsement
or sponsorship of any other manufacturer for a specific
potential end-use product or application, or for Trinseo, or
for specific products manufactured by Trinseo.

If products are described as “experimental” or
“developmental”: (1) product specifications may not be
fully determined; (2) analysis of hazards and caution

in handling and use are required; (3) there is greater
potential for Trinseo to change specifications and/or
discontinue production, and (4) although Trinseo may from
time to time provide samples of such products, Trinseo is
not obligated to supply or otherwise commercialize such
products for any use or application whatsoever.

For additional information not covered by the content of
this document or to ensure you have the latest version
of this document available, please refer to the Customer
Information Group contact information on our website at
www.trinseo.com/contact/.

Copyright®© Trinseo (2016) All rights reserved.
™Trademark of Trinseo S.A. or its affiliates
®Responsible Care is 3 service mark of the American Chemistry Council

Form No. 858-05501

| www.darveco.com.tr




