C MRIGloba| | Stability Capabilities

Integrated Pharmaceutical Sciences

MRIGIlobal provides secure GMP and
nonGMP storage and experienced testing
of your drug substance and drug products
per your specified procedures and
timetables.

We can use your procedures or compendial methods

to support your stability needs. Our staff can also Bay
design studies specific to your project needs, and our

experienced Method Development and Validation team

is available for any additional services you may

require.

OUR CAPABILITIES
Supporting preclinicial through
approved products, including sample retains.

* ICH Guideline Stability Conditions Available
* Programmable Chambers

» Back up chambers and parts on-site

» Temperature Mapped Suite

* Dedicated Generator

* Alarm System

STABILITY CHAMBER CONDITIONS

+-80°C * 25°C/60% RH

*-20°C * 30°C/65% RH

«2°-8°C *40°C/75% RH

* Controlled Room » Custom Conditions
Temperature (Including RoW)

OUR EQUIPMENT
» 3600 Sq. Ft. of Stability Storage Space
* Fully Validated

* Fully Controlled Monitoring and
Alert System

* Emergency Power Back Up System
» Schedule 1lI-V Controlled Substance Handling
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CUSTOMIZED SOLUTIONS FOR
PRODUCT DEVELOPMENT

MRIGlobal helps pharmaceutical clients accelerate
their timeline and reduce the risks of getting a
product to market by providing customized
solutions to their product program. We bring a long
history of diverse technical and regulatory expertise
as well as a legacy of integrity and collaboration to
make certain each client’s objectives are achieved -
on time and on budget.

OUR FULL SERVICES INCLUDE:

* Analytical Method Development and
Phase Appropriate Validation for
API DS & DP, Intermediates, and
Impurities

* Bioanalytical Method Development
and Validation, and Sample
Analysis for Analyte Quantitation in
Multiple Species and Matrices

* GLP and cGMP Stability and
Storage of Drug Substances and
Drug Products

» Custom Synthesis, Preclinical Batch
Preparation and GLP
Characterization, and
Metabolite/Impurity Synthesis

ABOUT MRIGLOBAL

Founded in 1943, MRIGlobal is an independent
organization performing customized contract
scientific and engineering research, as well as
management and operations, for government and
industry around the globe.

www.mriglobal.org ¢ (816) 753-7600 * 425 Dr. Martin Luther King Jr. Blvd ¢« Kansas City, Missouri 64110



