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ARDEL ENGINEERING GAINS 1S0:13485 MEDICAL CERTIFICATION

Medical Industries Future: All processes will need to have tighter controls; this will impact all factors of
Medical products and device manufacturing.

Minneapolis, MN — Ardel Engineering and Manufacturing is now ISO 13485:2003 Certified. Ardel’s
precision machining capabilities have been taken to the next level with an increased commitment to
quality management to emulate the excellent quality management systems of its Medical OEM’s and
Tier 1 customers in the Medical Device Industry. The industries served include Orthopedic, Blood
Perfusion and Medical Device among others.

The ever increasing complexity of all processing aspects in the manufacture of Medical Components
requires the use of industry recognized controls. Medical OEM'’s, the Federal Drug Administration and
other Tier 1 and 2 suppliers view the requirements and scope of control outlined in the ISO 13485:2003
quality management system as the benchmark for producing predictable, safe, quality products.

“The future of precision manufacturing in our great country lies in raising the quality bar and producing
the best products that can be purchased in the world” said Frank Pichelman, President/CEO Ardel
Engineering. Pichelman went on to say “Although the commitment to maintaining a quality system
such as this is great, in the long run this will make us (Ardel) a better company and supplier to our
customers.” .

Ardel Engineering is a full-service precision CNC machine shop, offering our customers the quality
and delivery service they can count on. This is controlled by our existing ISO 9001:2008 certification
along with the new ISO 13485:2003 certification, and backed by more than 40 years of machining
excellence of most metals, plastics, and engineering grade materials. Ardel maximizes use of modern
technology and the most precise equipment giving our customers total control of the materials and
processes.

For further information on Ardel’s ISO 13485:2003 Medical Certification or to schedule an interview
with Frank Pichelman, please contact Mike Sterling at 763-533-5324 email:
sales@ardelengineering.com or visit us on the web at www.ardelengineering.com.

Swiss Screw Machine, 4 Axis CNC Milling, Turning, Wire EDM, Honing

Phone (763)533-5324  Www.ardelengineering.com Fax (763)533-5847
Ardel Engineering and Manufacturing, Inc. 9335 Science Center Dr. New Hope, MN. 55428




Certificate
of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485: 2003

This is to certify that:

Ardel Engineering and Manufacturing Inc.
9335 Science Center Drive

New Hope

Minnesota

55428

USA

Holds Certificate No: FM 555098

and operates a Quality Management System which complies with the requirements of ISO 13485: 2003 for the following
scope:

The manufacturer of precision machined components, parts and contract assembly for the
medical device industry.

For and on behalf of BSI:

ARV

President, BSI America, Inc.
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This certificate remains the property of BSI and shall be returned immediately upon request. D a .
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory

To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: 12110 Sunset Hills Road, Suite 200, Reston, VA 20190, USA.



