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Litigation Support

Pharmaceutical Sciences at Aptuit, Inc. provides a wide range of unique
analytical services to the pharmaceutical industry having great utility
for litigation support. We offer customized solutions to your problems,
utilizing state-of-the-art cGMP/cGLP compliant analytical tools. With an
average of over ten years of experience in the pharmaceutical industry,
our scientists have successfully helped clients solve numerous difficult
and time-critical problems, providing them with the highest quality
results —on time, every time!

Patent Litigation Support
» Complete design of experimentation to test/support client’s position
» Data critique/review
» Testing following an agreed upon protocol, including cGMP/cGLP
requirements, where needed, with real-time client interaction
maintained throughout the study
» Rapid turnaround using state-of-the-art instrumentation
» Accurate and reliable documentation supporting test results,
including a detailed sample handling and storage audit trail,
environmental monitoring, where needed, and a fully audited
instrument calibration and maintenance program
o Peer-reviewed reports and briefs, including high-quality photography
and copies of primary data in digital and/or hardcopy format
e Clear and concise summaries, conclusions, and recommendations
» Expert witness testimony highly experienced in the characterization
and study of :
» Active Ingredients and Drug Products — both Large and Small
» Molecules
» Drug Devices
» Delivery Systems
» Consumer Products
» Packaging Systems
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Physical/Chemical Analysis

» Complete design and conduct of laboratory experimentation, utilizing
state-of-the-art instrumentation to quickly define and solve problems

» “Fingerprint” Testing of Active Ingredients and Drug Products

» Reverse Engineering

« Materials Identification

» Contaminant Analysis

» Tampering Investigations

e Failure Investigations

o Customer Complaints Solution/Solid State Property Characterization
» Manufacturing Process Support

Conclusions and recommendations by experts to put your problem in
perspective and help you understand your choices and alternatives.

Additional Aptuit Capabilities

Aptuit offers a comprehensive suite of drug development services that
range from candidate selection through to market, including
consultancy services, API development and manufacture, preclinical
and dlinical technologies, pharmaceutical services, large and small scale
manufacturing, IVRS, and clinical packaging and logistics, across a wide
range of compounds, dosage forms and delivery systems.

For information about Aptuit’s services, please call or email:

+1 816 767 3900 North America
+44131 451 2451 Europe

email: info@aptuit.com
or visit our website: www.aptuit.com

Engineering a better drug development process.



