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ASPIRAS

Project Consulting in Pharma and Biotech

We've got what it takes

. =« « Via external specialists for your QA-Team

Your questions:
e Audits und inspections come up and your quality-team has its work cut out.
Who helps you?

e The quality system needs to be optimised or restructured. Who reorganises
and sets up the new procedures?

e The regular SOP review is due and the annual PQRs need to be drafted.
Who can undertake this task?

Our services:

ASPIRAS helps you compensating capacity bottlenecks and assumes tasks like
e.g. composing of QM-Manuals, Site Master Files, SOPs, work instructions or
Product Quality Reviews. We also assist you in processing regulatory aspects as
well as in preparation and conducting of internal or external audits. The
objective view on your quality system by our staff increases the potential for
optimisation.

Due to their experience ASPIRAS’ employees can
adjust oneself flexibly on special customers
concerns to develop customised solution in a team.

ASPIRAS ensures audit-proof authoring of controlled
documents. As well we can take AMG responsibility
for you according to §14 and provide the Qualified
Person.

Your contact:

Cathrin Pauly, pharmacist, MBA

e More than 25 years experience in well-known pharmaceutical companies
e Specialisation in project management and business development, Qualified Person

Tel: + 49 (0) 6131 995304
Mobile: + 49 (0) 162 6150783
Email: pauly@aspiras.de
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