High Performance Styrenics (Nz40s-1008)
NAS 21, NAS 30, NAS 90, ZYLAR® 220, ZYLAR 330, ZYLAR 390
STYRO And ZYLAR 530 USP Class VI Cytotoxicity and Hemolysis Tests

For Medical Applications

TECHNICAL BULLETIN

NAS 21, NAS 30, NAS 90, ZYLAR® 220, ZYLAR 330, ZYLAR 390 And ZYLAR 530 resins have been tested for
cytotoxicity and hemolysis by an independent laboratory.

Cytotoxicity tests determine the degree of cell destruction caused by exposing certain cell cultures to an extract of
the polymer.

The hemolysis test determines the degree of destruction of blood cells that occurs when specific extracts of the
polymer are introduced into the blood.

Cytotoxicity tests were performed using the L-929 mouse fibroblast cell line. Results show that these resins are
non-toxic.

The hemolysis test was performed using rabbit blood. Results show that these resins are non-toxic and non-
hemolytic. However, it is the responsibility of the medical device manufacturer to determine the safety of any
product in which they are a component.

Resins were tested by an independent laboratory to determine if they meet the specifications of either USP XXI or
XXIII Chapter 88, “Biological Reactivity Tests, in vivo”. NAS 21, ZYLAR 220 and ZYLAR 530 were tested using
USP XXI specifications. NAS 30, NAS 90, ZYLAR 330 and ZYLAR 390 were tested using USP XXIl|
specifications. All resins met the requirements for a Class VI Plastic at 50°C. A copy of the tests is available upon
request.

As formulated and manufactured, these resins meet USP XXI/XXIII specifications and therefore are acceptable
for use in medical applications. However, if any alterations in formulation occur from their manufactured resin
state to future plastic end-product state, USP XXI/XXIII specifications cannot be guaranteed. In addition, although
these resins passed the Class VI test, the customer is responsible for performing USP XXI/XXIII Class VI testing
on the final end-product.
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components. Further, Styrolution MAKES NO WARRANTY OR REPRESENTATION OF ANY KIND, REGARDING THE INFORMATION GIVEN OR THE PRODUCTS DESCRIBED, AND
EXPRESSLY DISCLAIMS ALL IMPLIED WARRANTIES, REPRESENTATIONS AND CONDITIONS, INCLUDING WITHOUT LIMITATION ALL WARRANTIES AND CONDITIONS OF
QUALITY, MERCHANTABILITY AND SUITABILITY OR FITNESS FOR A PARTICULAR PURPOSE. Responsibility for use, storage, handling and disposal of the products described herein
is that of the purchaser or end user.



