Foster MediBatch™
Small Lot, Medical Device Compliant Color Concentrates

Foster MediBatch™ is a comprehensive line of color concentrates, specifically developed for medical
applications. These masterbatches are formulated and manufactured using medical device pigments,
listed in FDA 21 CFR 73 & 74 Subpart D. MediBatch™ carrier formulations have passed USP Class VI
testing for biocompatibility and are specifically designed to maximize probability of FDA qualification
and to expedite the approval process.

MediBatch™ concentrates are available in 14 stock colors and are manufactured using a universal carrier
compatible with most medical grade resins. Custom concentrates are also available on a made to order
basis and are blended with a specificied resin and then matched to a target pantone number.

Small Lot Quantities & Manufacturing Recommendations

Universal and custom MediBatch™ concentrates are available in 5 Ib., 10 Ib., 25 |b. and 50Ib. lots, ideal
for protoyping and general production programs. A recommended let down ratio for extrusion and
injection molding processes is 25:1.

Universal Concentrate Offerings

The following table represents the 14 stock MediBatch™ colors. Custom concentrates can be
manufactured for target pantone numbers.

*Please note that colors may vary due to computer monitor and printer color restriction.

White Cool Gray Slate Gray Black

Powder Blue Royal Blue Sapphire Blue

Mint Green Sea Green Jungle Green

Lavender Iris Violet

Golden Yellow



Universal Carrier Compatibility

MediBatch™ Universal Concentrates are compatible with a wide range of medical grade resins, including
PEBA, TPU, PA 11/12, EVA, PE, PP, amongst others. The following table outlines the results of physical
property testing conducted by Foster Corporation at a 10:1 let down ratio.

Resin Tensile Retention (%) Tensile Elongation Retention at Break (%)
Pebax 3533 SA 01 MED 77 79
Pebax 7033 SA 01 MED 112 120
Vestamid Care ML24 87 129
Pellethane 2363-80A 150 155
Pellethane 2363-55D 88 165
ATEVA 1081G 111 86
Marlex 9503 88 146
ProFax PF-531 100 104
Fina 3281 93 96

Foster Color Match Procedure for Custom Formulations

The process for developing custom colored concentrates begins with a color match worksheet, whereby
the customer defines all critical parameters. This worksheet, along with color match sources (i.e.
pantone color number or part), allow Foster’s color specialists to produce exact color matches. Using a
computerized color matching system, our engineers are able to develop precise color formulations using
medical grade pigments. Prototype color matched samples are sent to the customer for final approval.

About Color Concentrates

Colored polymer components provide functionality and aesthetics in medical
device applications. Colors are often used to differentiate and identify brand,
product type, size or mode, and in some cases to convey meaning (such as reds or
yellows for warning notification). Masterbatches or color concentrates are widely
used among processors, as they provide an economical solution for manufacturing
colored components.

About FDA 21 CFR 73 Subpart D

The Food, Drug and Cosmetic (FD&C) Act, initiated by the FDA, limits the use of non-certified color
additives in medical devices and surgical tools that may be in contact with the human body for an
extended period of time. Pigments listed under Title 21 of the Code of Federal Regulations (CFR) Parts
73 & 74, Subpart D are certified by the FDA as safe for use in such devices. Unlike those listed under 21
CFR 74, Part 73 pigments are exempt from batch certification. Please note, however, that finished
medical device manufacturers are still required to complete FDA submission and any associated testing
on the final device.
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Foster Corporation (Foster) believes that the information contained in this document is an accurate description of the typical characteristics and/or uses of the product or products, but it is the
customer's responsibility to thoroughly test the product in each specific application to determine its performance, efficacy and safety for each end-use product, device or other application.
Suggestions of uses should not be taken as inducements to infringe any particular patent. The information and data contained herein are based on information we believe reliable. Mention of a
product in this documentation is not a guarantee of availability. Foster reserves the right to modify products, specifications and/or packaging as part of a continuous program of product development.

FOSTER MAKES NO WARRANTIES, EXPRESS OR IMPLIED, INCLUDING, WITHOUT LIMITATION, A WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OR OF INTELLECTUAL PROPERTY NON-
INFRINGEMENT, INCLUDING, BUT NOT LIMITED TO PATENT NON-INFRINGEMENT, WHICH ARE EXPRESSLY DISCLAIMED, WHETHER EXPRESS OR IMPLIED, IN FACT OR BY LAW. FURTHER, FOSTER MAKES
NO WARRANTY TO YOUR CUSTOMERS OR AGENTS, AND HAS NOT AUTHORIZED ANYONE TO MAKE ANY REPRESENTATION OR WARRANTY OTHER THAN AS PROVIDED ABOVE. FOSTER SHALL IN NO
EVENT BE LIABLE FOR ANY GENERAL, INDIRECT, SPECIAL, CONSEQUENTIAL, PUNITIVE, INCIDENTAL OR SIMILAR DAMAGES, INCLUDING WITHOUT LIMITATION, DAMAGES FOR HARM TO BUSINESS,
LOST PROFITS OR LOST SAVINGS, EVEN IF FOSTER HAS BEEN ADVISED OF THE POSSIBILITY OF SUCH DAMAGES, REGARDLESS OF THE FORM OF ACTION.


http://www.fostercomp.com/

