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PHARMACEUTICAL DEVELOPMENT SERVICES

STABILITY STUDIES

A centre of excellence from sample receipt to reporting.
Recipharm provides a complete stability studies service from the facility in Bengaluru, India.

Our team of more than 75 scientists are experienced in handling your global stability study programmes,
including all logistics and requlatory requirements.

Everything from sample receipt, shipment and reporting is performed from a single GMP approved facility -
our centre of excellence for stability studies. Since 1987, the facility has been operating to the highest quality
standards, while also delivering a cost effective service. Recipharm’s Bengaluru facility provides flexible
solutions to suit all types of customers, including fee per sample analysis, fee per hour, a FTE programme and
dedicated analytical testing laboratories.

Recipharm
Analytical Solutions™

The service includes:

» Freeze-thaw & temperature
cycling

» Logistics including sample » Restricted access control, stability

>

transportation and import
requirements

Long-term drug ICH stability
studies

Accelerated ICH stability
studies

Shelf-life assessment
In-use studies

Short-term temperature excursion
studies

storage rooms set as per ICH
stability conditions

Forced degradation and photo-
stability studies for developing
stability indicating methods and
to understand the nature of
molecules

Stability chambers are available
at conditions to cater for all
climatic zones as per ICH guidelines
(ICH Q5C and ICH Q1B)

» Support for schedules II, IIIN,

and IV controlled substances

» State-of-the-art analytical

capabilities including microbiology
testing

» Impurity identification and

qualification

» Execution of protocol, data

analysis and final report



GMP Stability Storage

CHAMBERS

25°C/60%
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CHAMBERS CAPACITY (L)
124,000

100 (2 chambers)

Stability chambers are available at conditions to cater for all climatic zones. Quality track record: four big pharma
audits per year, EU QP approved and FDA inspected in 2012, 2015 and 2017 - no critical or major observations.

About Recipharm: Recipharm is a leading contract development and manufacturing organisation (CDMO) headquartered
in Stockholm, Sweden. We operate development and manufacturing facilities in France, Germany, India, Israel, Italy,
Portugal, Spain, Sweden, the UK and the US and are continuing to grow and expand our offering for our customers.

Employing around 6,000 people, we are focused on supporting pharmaceutical companies with our full service offering,
taking products from early development through to commercial production. For over 20 years we have been there for
our clients throughout the entire product lifecycle, providing pharmaceutical expertise and managing complexity,
time and time again. Despite our growing global footprint,
to deliver value for money with each customer’s needs firmly at the heart of all that we do. That’s the Recipharm way.

we conduct our business as we always have and continue

For more information contact: info@recipharm.com

recipharm.com



