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Pt-API Production Room, Buenos Aires

Your partner for high
potency APIs

UMICORE’S EXPERTISE IN THE PRODUCTION OF HIGH POTENCY DRUG
SUBSTANCES SPANS MORE THAN 20 YEARS.

Umicore Precious Metals Chemistry is one of the world's leading producers
of platinum APIs for anti-cancer treatment. Located in Buenos Aires,
Argentina, and managed under European standards and values. Our
manufacturing site offers excellent conditions for competitive production
of hAPIs, as well as unique and innovative options to develop launch
strategies for new molecules. These can span from metal based APIs to
molecules synthesized through complex organic chemistry.



QUALITY APPROVED AROUND THE GLOBE

Umicore’s hAPI facility produces for global
markets according to the latest cGMP
requlations and ICH guidelines. It has been
inspected and endorsed by a variety of
requlatory agencies, including the U.S. FDA,
Japanese PMDA and the European Medicines
Agency.

CUSTOMIZED REGULATORY SUPPORT

Our regulatory affairs group offers
professional services to the research and
non-research based pharmaceutical industry.
This includes, but is not limited to, filing

and maintenance of DMFs, ASMFs, CEPs and
documentation in paper or eCTD format,
supporting the clinical development of
innovative drug substances, for example with
the preparation of CMC sections.

Depending on the respective region, we
also engage external regulatory consultants
to ensure a professional filing.

“The partnership with our customers is
based on trust, quality, experience, and reliability
- solid qualities for solid business.”



OEB 5 R&D Lab, Hanau

Contract development and

manufacturing

In addition to our range of oncology APIs, Umicore offers contract
development and manufacturing services for generics and new chemica

entities (NCE).

Our brand new dedicated R&D center in Hanau-
Wolfgang, Germany, is equipped with the latest
high containment technology to allow a safe
handling of toxic materials up to occupational
exposure band (OEB) 5.

Following successful development, manufacturing
processes and quality control methods are
transferred to our GMP site in Buenos Aires,
Argentina.

Umicore’s API locations in Germany and Argentina
provide our clients with an attractive combination
of a highly professional development environment
and, at the same time, maximum cost efficiency
for drug substance production under full cGMP.

Our quality control teams in Argentina and
Germany not only apply the latest analytical
techniques and methodologies, but they also
offer services beyond standard analytics, either
using our in-house capabilities or in cooperation
with qualified third-party laboratories.



EXCLUSIVE DEVELOPMENT AND MANUFACTURING

Metal-based

CONTRACT DEVELOPMENT AND MANUFACTURING CAPABILITIES

Inorganic and
APIs organic ancology APIs

FOR PRODUCTION OF NEW HIGH POTENCY APIS

Broad chemical synthesis expertise

Small organic
molecules

» Inorganic chemistry

Dedicated hAPI
development labs

Manufacturing under
full cGMP environment

» Precious metal and organometallic chemistry
» Organic chemistry, small organic molecules

High containment
facilities (OEB 5),
dedicated
development center

i
YA
Processing of
highly pure,
sensitive and
pyrophoric materials

Integrated analytical
expertise

cGMP
Multi-hundred kg
manufacturing
capabilities

EXCLUSIVE SERVICES

E

Dedicated project
management under
strict confidentiality

and IP control

A

Customized support
from pre-clinical
development to

commercial phase

» non-GMP

development labs

» cGMP manufacturing

facility

Global IP
strategy support

analytics services

Specialized regulatory
affairs support




Metal based hAPIs -
our competitive edge

As a market leader in precious metals, Umicore is vertically integrated into
all steps of platinum API production, starting from a highly professional
metals management and sourcing of metal to the world's most advanced
metal recycling capabilities. This unique setup ensures a long-term,
competitive cost structure to the benefit of our clients. Umicore also offers
unique refining of platinum from expired vials or other waste streams

from final dosage production.

We have won the trust of our customers and
they have made us a major player in the plati-

num API market over the last decades.
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To further answer our customer needs, based on
our experience in R&D, production and marketing
of highly potent molecules, we have started to
expand our portfolio into products with similar
requirements.
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We value our clients and
long-term relationships

At Umicore, our values are transparent: Teamwaork, respect, innovation
and commitment, as well as trust and reliability reflect our basic business
principles. Contact us to see for yourself.

UMICORE - YOUR PARTNER THROUGHOUT
YOUR PRODUCT LIFECYCLE
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Dedicated project management

Route scouting

Process development, optimization and
scale-up

Clinical and commercial batch manufacturing
Analytic development

» IP review

Preparation, submission and maintenance

of requlatory documentation

Worldwide logistics solutions
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Development Production

Sales &
Marketing
Services

Quality

Customer Contrdl

Quality
Assurance

Regulatory
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The information and statements contained here-
in are provided free of charge. They are believed
to be accurate at the time of publication, but Um-
icore makes no warranty with respect thereto,
including, but not limited to, any results to be
obtained or the infringement of any proprietary
rights. Use or application of such information or
statements is at the user’s sole discretion, with-
out any liability on the part of Umicore. Nothing
herein shall be construed as a license or recom-
mendation for use, which infringes upon any
proprietary rights. All sales are subject to Umi-
core’s General Conditions of Sale and Delivery.
© 2017/06 Umicore AG & Co. KG. Printed in the
Federal Republic of Germany.

www.umicore.com

For inquiries and
additional information
please contact us.

Umicore AG & Co. KG
Rodenbacher Chaussee 4
63457 Hanau-Wolfgang
Germany

Tel.: +49 (6181) 59 2452

api@umicore.com
WWW.pmc.umicore.com
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