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We are there for you.
And for your success.

Vetter: over 25 years of experience in producing
high-quality aseptically prefilled injection systems.

Vetter is an independent international specialist in the
production of aseptically prefilled syringe systems,
cartridges and vials.

Vetter provides support for its clients from the
initial phases of development and regulatory approval
process through to the successful product launch and
commercial manufacturing.

Vetter is renowned for its quality, innovation and loyalty
as a strategic partner for its pharmaceutical and biotech
clients.




Partnership
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Your active substance and our skills -
the ideal formula for global market success.

Your active pharmaceutical substance is only one
factor in the market success of your drug. The way
it is presented and administered is crucial as well.

Patient-friendly, prefilled injection systems help to
maximize market opportunities for your product,
particularly if you choose one of Vetter’s innovative
systems.



Vetter is a leading world expert in the aseptic filling of
liquid and lyophilized drugs.

Beginning at the development stage, we assist our
customers by designing the form of administration that
best matches your new drug. We also validate the entire
production process. By harmonizing the application
system with your active substance, Vetter is able to
significantly accelerate the time-to-market for your new
pharmaceutical product and to maximize your market
impact.

We also develop innovative application systems including
the related production processes. Safety, patient care
and convenience are always our primary concern. With
over 25 years of experience in the production of aseptically
prefilled injection systems, we at Vetter have an extensive
number of successful international customer product
launches to our credit. We also have over 20 years of
experience in working with products and processes
approved by the FDA, the EMA and other authorities.

As an independent company, which does not manufacture
its own pharmaceutical products, Vetter is completely
dedicated to its partners. You can count on our absolute
loyalty, free of any conflict of interest.
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We offer what you need.
And more than you expect.

Vetter Development Service

works with your product from its clinical development
through its market launch. We also provide these
services for products already in the market requiring a
new registration in the course of lifecycle management.

Vetter Commercial Manufacturing

Relying on our experience and expertise in the processing
of aseptically prefilled injection systems, we leverage
our extensive knowledge of international requirements
to produce your product in accordance with the most
demanding quality standards.

Vetter Solutions

Our innovative patented application systems will help
your product to attain a decisive edge in the market.




Products and Services

08 | 09

Get in the fast lane
with a strong partner.




Vetter provides support for its pharmaceutical and bio-
tech clients from the initial phases of development and
regulatory approval process through to the successful
product launch and market supply worldwide.

Clinical Development

Early Development Late Development
Mark
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IMPD at EMA MAA at EMA
Vetter Development Service Vetter Commercial
Primary Packaging Development LI A
Process Development Fill & Finish
Clinical Manufacturing Packaging Service
Pharmaceutical Analysis Pharmaceutical Analysis
Regulatory Affairs Services Regulatory Affairs Services

Transfer to Vetter Commercial Manufacturing

Dosage Forms

Syringe and cartridge systems
Vials

Vetter Solutions

Dual-chamber technology for lyophilized,
liquid and powdered substances:

- lyophilisate/solvent

- liquid/liquid

- powder/liquid

Anticounterfeiting solutions
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We focus on the success of your
product. From the very beginning.

Vetter — a strategic partner in the early stages of
product development.

One of the greatest challenges in the pharmaceutical
industry today is to closely match a product’'s active
substance with its mode of administration.

The need to ensure both efficiency in production and
the careful handling of sensitive substances imposes
rigorous demands on the design of application systems
as well as production methods.




Vetter Development Service
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The tailoring of the injection system to your
active substance accelerates the time-to-market
and maximizes your market impact.

As specialists in the handling of highly sensitive
active substances, we can make sure that your liquid or
lyophilized active substance will be produced quickly,
efficiently and carefully. Prior to clinical production, we
support the selection of the most suitable injection
system to ensure the production feasibility of your
product. We then tailor the most suitable injection
system to its specifications. Once the clinical stage is
complete, we focus on finding the best methods for
the commercial production of your product. At the same
time we prepare and draft the documents necessary to
obtain your international regulatory approvals.

To ensure the ease and efficiency of the entire process,
the experts from Vetter should be consulted at the
earliest possible stage of drug development. This also
goes for products already in the market requiring a new
registration in the course of lifecycle management.
Contacting us at the clinical development phase of
your new drug will save you time and money — and will
help secure you a decisive edge in the market.




Achieving more through partnership:
Vetter Development Service.




Vetter Commercial Manufacturing
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We produce quality.
Day by day.

Vetter produces sterile liquid and lyophilized drugs
in compliance with international requirements and
the most demanding standards in quality.

Concentrate and focus your resources. Leave the details
and potential risks of production to us, your specialist
and loyal partner. Vetter Commercial Manufacturing
can handle everything for you — from the initial stages
of sterile filling through the custom-packing of your final
product.




Manufacturing

Vetter Commercial
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Our experience working for your
success: Vetter Commercial
Manufacturing.

For over 25 years we have produced sterile
products for our customers.

Our focus is on aseptically prefilled injection systems.
We utilize and are experienced in a large array of
standard syringe systems, cartridges, vials and our
own patented application systems. Liquid parenteral
drugs and lyophilized drugs are manufactured in our
state-of-the-art manufacturing sites.

There, Vetter successfully applies a full range of
cutting-edge technology in the sterile production of
your product. We utilize Restricted Access Barrier
Systems (RABS) to ensure safe aseptic processes. Our
sterile products and processes have been designed and
tested in accordance with international cGMP standards
(i. e., FDA, EMA, etc.). In this way, we are able to
assure the production (form, fill and finish) of modern
biopharmaceutical drugs in line with requirements of
international regulatory agencies. Our quality assurance
system monitors the products and processes to ensure
conformity with the agreed quality specifications and
regulatory requirements.







SUOIIN|OS 19110A 6L | 81



We are always searching for new
possibilities. For the benefit of
everyone.

With innovative and patient-friendly solutions,
Vetter offers its partners a competitive edge in
markets throughout the world.

An easy-to-use, patient- and userfriendly mode of
application is important, particularly for home-care
products. Additional patient- and userfriendliness can
give you the decisive market advantage. Our innovative
systems not only appeal to patients and carers, but also
provide a decisive competitive edge in the marketplace.
This creates genuine added value for our partners, our
customers.




Vetter Solutions
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Patient approval is all-important in today’s com-
petitive drug market. Maximize the market oppor-
tunities of your product with Vetter’s innovative
and patient-friendly solutions.



Ahead of our competitors by
the length of a syringe:
Vetter Solutions.

As a result of their high quality, their efficient production
processes and their patient-friendly designs, Vetter
prefilled systems excel in the marketplace. This is
particularly true of our own patented innovations. Here
are just a few examples.

The Vetter Lyo-Ject® dual-chamber ready-to-use syringe
for example is designed for sensitive drugs which
will not degrade in a lyophilized state. The actual active
ingredient is lyophilized in one chamber, while the other
chamber of the syringe contains a solvent that is mixed
with the active substance immediately before application.
This all-in-one concept assures a long shelflife as well as
easy handling. This also means higher yields of your
active product ingredient and precision in dosing.

Other ready-to-use syringes can also be equipped with
the V-OVS® seal. This seal maintains the integrity of the
product from production until usage.




Sustainability
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We take responsibility.
Gladly.

The planet Earth is finite. At Vetter we realize that natural
resources are the foundations of our economy. And we
know that our business has effects on society. That's
why Vetter places such high value on sustainability.

At Vetter we regard sustained trading as the combi-
nation of an intact environment, corporate success and
social responsibility. Not only in our business philoso-
phy, but in our daily work — everyday, in every business
area, in every process.




Sustainability
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Responsible for man and the
environment. At Vetter it's not

merely a trend, but a matter of course.

A sustainable development founded on three building
blocks: ecology, economics and society. Each individual
area is equally valued and devoted equal attention. Our
aim is to satisfy partners and patients, to maintain a
growth-stimulating business culture and to secure
Vetter's sustained economic success.

A potentially more efficient energy and resource
application has already taken center stage in process
development. Furthermore we are continually working
hard to constantly improve all our production processes,
for example by further minimizing noise and other
emissions.

Based on our solid financial foundation we want to
further create values, which will benefit both our clients
and our employees. This will allow us to further maintain
and develop our position as one of the global-leading
specialists in aseptically prefilled injection systems.




Vetter is as strong and successful as its employees.
When people work together as members of a team,
each of them is able to put their strengths and expertise
to optimum use. Therefore we endeavor to support the
continued career development of our employees.
Continual training and unique development programs
bring out potential in our employees and allow for
innovative ideas to grow. For the market success of
your product.
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Vetter Pharma International GmbH

Eywiesenstralle 5
88212 Ravensburg
Germany

phone: +49-(0)751-3700-0

fax: +49-(0)751-3700-4000
e-mail: info@vetterpharma.com
www.vetter-pharma.com

Vetter Pharma International USA Inc.

4901 Searle Parkway, Suite 300A
Skokie, IL 60077
USA

phone: +1-847-581-6888
fax: +1-847-581-6880
e-mail: info@vetterpharma.com
www.vetter-pharma.com
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