Improving Efficiency and Compliance

- Stability
. Management

Novatek Stability Features

Novatek Stability manages the day-to-day
activities of the stability department within
either quality control or R&D environments. The
application can be run standalone or integrated
to compliment existing LIMS or ERP/MES
functionality.

Support for 21 CFR Part 11 and other key
regulatory requirements including the ICH Q1
Stability Testing guidelines

Flexible design easily accommodates Accelerated
or Long Term studies and incorporating both
Bracketing and Matrixing of Protocols.
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Inventory management of Stability chambers
with Barcoding for easy storage, retrieval and
monitoring of large volumes of samples.

Easy interface for entering, verifying and
approving result data, and if appropriate
modifying a study to add additional testing or
time points.

Multi level specifications can be managed with
automated Investigation of OOS/OQT results

Built in Statistical analysis with linear regression,
user defined confidence Ilimits, p-value and
Arrhenius calculations to ensure the
manufacturing process is under control.

Configurable reporting & query tools for data
retrieval and knowledge management.
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Novatek Stability Benefits

Fast implementation and validation, ease of
upgrade and support

Accelerated laboratory turnaround

Workflow management from study design to
ongoing Stability Batches
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Reduced costs associated with Stability &
Inventory management

Improved operational efficiency

Novatek Europe Ltd

165 Kensington High St.
London W8 6SH

United Kingdom

Tel: +44 20 7795 4422
Fax +44 20 7681 2451



