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Vital Statistics

Year Founded: 1997

Number of Employees: 80

Key Personnel: Derek G. Hennecke,
MBA, President and CEO, Randall H.
Guthrie, Vice President, Irene E.
LoJacono, Director, Project Manage-
ment, Thomas M. Kolessar, Director of
Quality Affairs, Theodore S. Koontz,
Director, Operations, Paul Skultety,
Ph.D., Director, Pharmaceutical Devel-
opment Services.

Who We Are

XCELIENCE®, is your premier source for formulation develop-
ment and manufacturing solutions. From preformulation to
clinical supplies manufacturing and stability, we have one
focus: the success of your project. Our state-of-the-art equip-
ment, including the XRD, Xcelodose® 600 S, and TF-1 Blister
Packaging Thermoformer, combined with our years of experi-
ence providing innovative solutions make the path from com-
pound to clinic feel effortless.

We are more than just a service. We are formulation devel-
opment and manufacturing made easy — at last.

Services Offered

Preformulation:
e Salt screens
¢ Polymorph screens
¢ Drug substance characterization
® Excipient compatibility
e Accelerated stability
e Chiral stability

Derek G. Hennecke, MBA

Analytical:
® Method development
e Qualification and validation
® Raw material testing
e Stability sample analysis
e Dissolution testing
¢ Residual solvent analysis
e Chiral determination
¢ Cleaning evaluations
¢ Technical packages for drug substances
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Xcelodose 600®

Manufacturing:
¢ Clinical Supplies Manufacturing, Packaging, and Labeling

capabilities include:
- APl into capsule
- Tablets and capsules
- Liquid in capsule
- Semi-solids
- Non-sterile liquid

Formulation:
e Solids (tablets, capsules, sustained release and coatings)
® Semi-solids (ointments, creams, gels)
¢ Dispersed systems (emulsions, suspensions)
e Liquids (orals, ophthalmics, parenterals)

Stability:

e ICH conditions

* Protocol design

® Report generation

e Sample analysis

e Secure storage area

¢ SLIM, our stability laboratory information management
system, meets FDA standards for 21CFR11 compliance

In addition, we provide reference product blinding, packaging
and labeling services, and offer expertise in creation of match-
ing placebo formulation, creation and qualification of blinded
reference product, process qualification, process definition opti-
mization, and technology transfer.
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CORPORATE CAPABILITIES




