Global provider of medical devices,
plastics solutions and pharmaceutical systems
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SP Medical A/S develop, manufacture and provide
plastic solutions to the global medical devices and
pharmaceutical industries.

SP Medical A/S is a company in SP Group A/S, an
international plastics group headquartered in Denmark.
SP Group A/S is listed on OMX The Nordic Exchange
Copenhagen



Mission

Formed in 1934, SP Medical A/S has
focused on plastics since 1950.
Having been in the business since
plastic was born, so to speak, we
have more than 50 years of
experience in developing and
manufacturing plastic products and
systems.

Our mission today is to develop,
manufacture and provide plastic
solutions to the global medical
devices and pharmaceutical
industries. In addition to customized
solutions, standardized products
and own-brand products, we offer
systems and logistics solutions.

SP Medical A/S has state-of-the-art
production facilities in Denmark and
Poland




Our Name and Logo

Our name and logo reflect our mission and skills.

Our core competencies - surfaces and plastics -
provide the letters “SP” in our name.

Our market is the medical devices and
pharmaceuticals industries, which is where the
“Medical” part of our name comes from.

The colors of our logo illustrate the colorful plastic
materials.







Corporate Values

Our organization builds on four basic corporate values,
each one describing a characteristic we want every single
member of our staff to possess.

= Responsible
We keep our promises and do things properly.

= Performance-Driven
We constantly strive to do things better and in a
more rational way.

= International
We listen to our customers and find solutions
together with them in an open dialog, regardless of
where they are in the world.

= Ready for Change
We must be at the forefront of developments to
continue to be a strong partner to our customers
and business partners.




Customers

Our customers are located throughout
most of the industrialized world. Exports
account for more than 75% of our
business.

~ Our clients include some of the world’s
largest manufacturers of diagnostics
equipment, medical devices and
pharmaceutical products. We also have
smaller biotech and medical-devices
companies as our partners.




Technologies

Injection Molding
Surface Treatment
Assembly and Finishing
Metal Fabrication
Packing and Sterilization
Automation

Production Environments

SP Medical A/S have more than 50 years’ experience in
working with plastic. Our core capabilities are injection
molding, surface treatment and processing of plastic
products.



Injection molding

machinery includes injection-
r hines with a clamping force
0 metric tons.




Surface Treatmen

Our surface treatment technol
and hydrophilic spray and dip ¢
coating, plasma coating and ha




Assembly and Finishing

We perform other work on components such
as manual or fully automated assembly,
welding, decoration, embossing, glueing and
chip-cutting.
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etal Fabrica

ur metal processing technologies
include chip-cutting and chipless
processing for purposes such as
production of Guide Wires, complete
and ground needles and canulla.
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We have extensive ¢
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Production
Environments

Our production environments include
monitored Class 7 and 8 cleanrooms as
well as controlled environments.

Our cleanroom environments are built
and maintained in accordance with ISO
14644 and ISO 14698.
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Capabilities

Quality

Logistic solutions
Tools

Project Management
Design

Development
Performance

SP Medical A/S "capabilities cover a large part of the
value chain - from design and development to
production and distribution of complete devices,
including the necessary documentation for regulatory
approval of the products.
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Quality

SP Medicals management system takes into account all the demands on and expectations faced by providers to the
global pharmaceuticals and medical devices industries:

We are certified to the ISO 9001, ISO 13485 and ISO 14001 standards.

We have CE mark certification under the Medical Device Directive (93/42/EEC) as amended by 2007/47/EEC
We comply with FDA Part 820 (QSR).

We comply with the Global Harmonization Task Force Process Validation Guidance SG3/N99-10.
We have MSA accreditation.

We build and maintain our cleanroom environments in accordance with ISO 14644/1SO 14698.
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Logistic solutions

Our organization and systems are
designed to handle high-level global
sourcing. Sourcing and vendor
management are integral parts of our
management system.

We have extensive experience in the
large-volume purchase of plastic raw
materials and, being a manufacturer of
complete devices as well, we also have
skills in sourcing components we do not
make ourselves, such as metal and
electronics components, cables,
packaging and other items. In addition,
we also purchase services such as
finishing and sterilization.
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edical sources tools from all over
orld.

"Our tools suppliers are carefully

“wselected on the basis of our many years
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Xperience and collaboration with

. We make high demands with
ect to quality, reporting,
mentation and delivery precision,

All tools are tested, subjected to trial
runs and documented locally before
being approved and delivered to us for
final validation.

we maintain a close dialog with
ow up on our tools suppliers.
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Project Management

E‘:.."_U_ET-ﬁfoje-c't management model includes a Quality Activity Plan

SP Medical have extensive experience in managing complex
éQFP.)._.that?efih‘es requirements for the relevant project.

projects using our standardized project management model.
We have experience in both large and small outsourcing prOJects-___*- Our QAP complies with the requirements set out in EU-
- GMP/GLD/GDP, FDA Part 820 (QSR) and the Medical Device

and in the development of hew components as well as complete *
devices. - Directive 93/42/EEC as amended by 2007/47/EEC.

This means that we prepare documentation in the form of a Design
History File (DHF), a Device Master Record (DMR) and a Device

istory Record (DHR).




Design

SP Medical can help ensure the optimal
product, from initial concept to finished
design and complete devices.

Our many years of experience and our
standardized methods provide solutions
that optimize quality and production
price.

We use different types of computer
modeling, risk analysis and prototyping
to optimize solutions and shorten the
development process.

We use different kinds of computer
modeling in designing plastic
components, including Moldflow analysis,
visualization, digital prototyping and 3D
CAD modeling, which we employ directly
in the manufacture of production tools,
fixtures, etc.
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Performance

Two of our strategic goals are to ensure
high performance and develop our
competencies on a continual basis.

Our management system is designed to
optimize performance and service le
in all the services we provide

Our management systle_I
any deviations are corr("a
employs a large numbe
to constantly monitor a
performance.

Management By Objec
integral part of our
system.

Our efforts both in
the long term are
the needs and req
clients.




Product Areas

Medical Devices
Guide Wires
Coatings

SP Medical A/S manufacture components, medical
devices and single-use devices, and we apply function-
enhancing coatings to a number of products.

We offer customized solutions, standardized products
and own-brand products
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Medical Devices

SP Medical produce medical devices using
injection molding as the primary technology.

SP Medical produce individual components,
processed plastic components and complete
devices.

Typical devices include:

= Dispensers

= Implants

= Needles and canulla

= Dosage systems

= Single-use devices for hospitals

= Components for electronic equipment,
e.g. diagnostics equipment




Guide Wires =

as angiography,

SP Medical develop and manufactures CE marked Guide Wires and _
packing components both as private label products and under out minimally invasive
own brands. We are among the largest manufacturers in tl

Europe.

S Ti1eld




Coatings

SP Medical surface treats medical devices with
performance improving coatings such as PTFE
and hydrophilic coatings.

We can spray coat or dip coat parts with or
without markings. Coatings of down to 3 pm
may be applied to plastic and metal surfaces.

We also offer hard-coated, scratchproof surfaces
and PVD coating of plastic surfaces, i.e. coating
plastic with gold or other metals.

Typical coated devices include:

= Catheters

= Canulla

= Guide Wires
= Cores

= Spirals

= Thread

= Springs

= Needles




Global provider of medical devices,
plastics solutions and pharmaceutical systems

|
www.sp-medical.com SEMES]]LQI_

SP Medical is a company in SP Group A/S, an international plastics group headquartered in Denmark and with subsidiaries in Denmark, Brazil, Germany,
the Netherlands, Poland, Sweden, the US, Canada and China. SP Group A/S is listed on OMX The Nordic Exchange Copenhagen.



