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Optimation Earns ISO 13485 Certification for
Medical Device System Development

HOUSTON, TX — Optimation Technology, Inc. is pleased to announce that the company’s
Houston office has received certification for meeting the requirements of the International
Organization for Standardization’s 1ISO13485:2003 standard. ISO 13485:2003 specifies quality
and process requirements for companies involved in the manufacturing of medical devices.

Optimation’s Houston office provides product and process design and development for
medical devices and medical device test systems. Optimation pursued ISO 13485 certification
in order to better fulfill the stringent supplier controls requirements of its growing list of
medical device manufacturing clients.

“Medical device manufacturers must partner with suppliers to keep pace with the rapid
growth and regulations in the industry,” says Dan Purvis, general manager of Optimation’s
Houston office. “As outsourced portions of design, development, and fulfillment are
regulated, device manufacturers must mitigate the risk that outsourcing creates. Our efforts to
certify to ISO 13485:2003 demonstrate our commitment to meet the quality and process
needs of our clients.”

Optimation Houston will continue to provide software engineering services, National
Instruments training, and test systems for high pressure applications.

Optimation Technology, Inc., a global design, engineering and fabrication company headquartered
in Rochester, New York, provides industrial and manufacturing applications from concept to
completion. Optimation has several locations in the U.S., including corporate headquarters in
Rush, NY, development and fabrication facilities in Rochester, and other engineering offices in
Houston, Syracuse, Boston, Philadelphia, Denver and Minneapolis.
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