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BACKGROUND

A Germany-based Global consulting and planning company
with a focus on the GxP-regulated environment worldwide.
The company has been working with USA based pharma
company for overall GxP compliance including assessment
and remediation towards IT infrastructure qualification. The
company outsourced the said activity to us to supplement
their heavily engaged workforce.

SOLUTION

The core team was established to govern the assignment
under the supervision of a German Principal consultant. The
scope covered complete Data Centre qualification including

Servers, network, infrastructure components, client stations
The assessment covered a review of the following:

« Validation / Qualification Plan, Risk Assessment Plan

e Infrastructure Design Specification

e« Standard Operating Procedures of Data Center,
Infrastructure, and Workstations

e Network Diagrams and Inventory List for Network
Components

e Actual Project Documents

Providing gap assessment and adding missing risk
assessment.

BENEFITS

1. Resource Optimization

Due to time difference efficient use of project resources and
time.

2. Consistent Quality

Trained resources maintained consistent quality output as
governed under client procedures.
3. Economical Solution

Structured distribution of work to German governance and
the Indian workforce ensured a more economical solution.
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CHALLENGES

e Project Time Management
¢ Qualified Resources
o Quality Output

write to us at
sales@ingenicotech.co.in for details.
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Director

“For over a decade, our company has
been building compliance into client's
digitization journey to make the
software experience delightful."




