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ledical Device Directive, you are
required to have an established wuthorized Representative

in Europe.

Is your medical device company currently exporting or planning to expand into the
European Economic Area (EEA)? The Medical Device Directive (MDD)
requirements are being more strongly enforced as part of new or renewing CE mark
audits.

The Regulatory Authorized European Representative Program offered by
Surgical Technologies, Inc. (STI), provides complete support and
compliance for your products from our facility in Amsterdam, The
Netherlands. As your Regulatory Authorized Representative, we

provide professional regulatory support of your products for |
Europe, according to the guidelines of 93/42/EEC.

STI is proud to announce
Sherman Glavan as the new
Technical Sales
Representative! Sherman
brings a wealth of experience
in the Medical Device
industry. We look forward to
his continued success with
STI in supporting our

customers with their medical
ST can facilitate your success in the European market. device needs.

With over 85 years medical manufacturing experience
and as an Authorized Representative service provider
since the first directive was enacted, STI specializesin
full-service medical device contracting. Our Quality
Assurance and Regulatory Affairs systems are fully
developed and provide key insight for manufacturers. As
experts in the contracting and manufacturing field, STI
provides complete, confidential, and thorough support for
your company.
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Six Consecutive
Gold Medals

Outsourcing Services Offered

Surgical Technologies, Inc. (STIl), McLean Medical & Scientific, Inc., and
Scanlan Group, B.V., (SGBV), offer you experienced outsourcing services
for your medical products manufacturing and regulatory needs. As SO
certified and FDA registered suppliers, we offer:

Surgical Technologies, Inc. (ST1)
Offering dependable contract
packaging and responsive service, STI
combines state-of-the-art technol ogy
with the most dedicated, energetic
expertsin theindustry.
 Assembly, paclgaging, and

sterilization
* Class 10,000 Clean Room - Class
100 Conditions
* Dryroom -
- Complete packaging and sterilization ot ‘J
validation protocol development i
« Design consulting 7
" [
McL ean Medi Scientific, Inc. |- gpecial Olympics Sate Golf Champion
Specializing in turing the

finest surgical ir:i‘&ma'echtation to
customer’ b‘act ifications,
McLean ical combines superior
materials and skilled craftsmanship to
produce the highest quality OEM
surgical ucts.
* Instruments and tools for surgical,
medical, and production

Katie Timmer daughter of Pat and Dick
Timmer (STI's Lead Manufacturing
Engineer) won her sixth consecutive
gold medal at the recent Special
Olympics Minnesota (SOMN) state
championship. Katie, who loves 74

Special OIympicsd&%/ onlyisan
outstanding golfer btitalso competesin

environments . atotal of six year round sports with her
* Tooling for over 5,000 instrument favorites being golf and swimmi
forgings ’ '

p
In 2003 Katie participated in the

Special Olympics World Summer
Games held in Dublin, Ireland, and
finished in'5th place in that
international competition. In 1991,

* Design consulting

Scanlan Group, B.V. (Amsterdam,
The Netherlands)

Providing a “launch pad” for
companies entering the European or

U.S. markets, the Scanlan Group offers
essential services needed to establish a
satellite office in Europe or the United‘
States — virtually overnight.

* MDD-compliant European
Authorized Representative for U.S.
manufacturers

* FDA U.S. Agent services for
European manufacturers

» Complete logistics / distribution /
virtual office services

* Consulting

|

Katie competed in the Special
Olympics World Games held in
Minneapolis, and won 2 gold medals,
one silver, and a bronze as part of
Team Minnesota's Aquatics Team.

Katie is a Global Messenger for the
Special Olympics and gives numerous
speeches throughout the year to raise
money and enhance awareness for the
Special Olympics programs.



New Dry Room Production Capabilities Available

STl is proud to introduce our new class 10,000
©3
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Dry Room is now available for full scale
production. This state of the art addition to STI
will offer customers a moisture controlled
cleanroom environment of less than 2% humidity.
In addition, critical product moisture levels can
be monitored to as low as 50 micrograms.

The Dry Room is ideal for:

» Moisture sensitive materials and products
» Powders

* Implants

* Pharmaceuticals

» Medical devices

* Tissue products
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STI and McLean are proud to
actively attend the leading medical
device industry meetings. We are
dedicated, not only to providing
support to our customers, but to our
industry as a whole!

Service Awards

STI ié“p’r.di]jd to recognize the
following team members and their
years of se%o STI and McLean
~Medical & Scigntific. Our company
has been built onthe dedication and

commitment of our highly trained
and skilled associates. We thank you

for your continued dedication and
look forward to continued growth
and success together.

20 Years of Service

Kim Sour Heng - Material Control
Clerk/Process Specialist
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10 Years of Service
Jesse Scanlan - Manufacturing Manger

15 Years of Service
Danette Larsen - Account Manager

25 Years of Service
Kenneth Blake - Vice President /
General Manager

20 Years of Service
Production Coordinator





