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CSV

Computerized System Validation

The validation of computerized systems (CSV) plays a central role in pharma, biotech and
medtech. With its CSV team, Valicare offers comprehensive services for digital
transformation in the pharmaceutical, biotechnology and medical technology sectors. We
ensure that your business and production processes and the associated computerized
systems adhere to strict compliance and GxP conformity.

With our consulting and training approach, we enable your team to seamlessly navigate
complex regulatory environments. Partner with Valicare today to sustain reliable and
continuously validated systems and processes that will keep your business innovative in the
evolving life science industry.

Our competence

e Extensive experience in CSV, the use of
the GAMP® and the execution of CSV
compliance tasks

e Decades of experiences in dealing with
manifold IT applications and
infrastructures

e Engineers and scientists in the use of
the 2" Edition of GAMP® 5 in pharma,
biotech and medtech

Our services & support Your benefits

e Preparation and realization of the e Reducing the workload and saving time
validation of the computerized system by outsourcing CSV to SMEs
and its supporting business and ¢ Significant and reproducible results
production processes using SOP-based and competently

e Creation of CSV documentation executed, GxP-compliant CSV methods
including SOPs and Policies e GxP- and audit-compliant CSV

e (CSV training in presence and online documentation

e CSV audits, internal and external e Valid systems and processes
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Digital transformation with CSV

Transformation is an ever-evolving journey that needs to fit seamlessly into your current
business and production processes. Therefore, every digital transformation with its innovative
processes requires thorough planning and preparation. A customized CSV strategy for the
digital transformation is indispensable.

The implementation of this strategy requires continuous evaluation to ensure that it is
consistent with existing processes and maintains their integrity and effectiveness. This is of
vital importance for ensuring

o Patient safety
¢ Product quality
e Daten integrity

This guarantees compliance with regulations and GxP guidelines. This responsibility extends
to your entire company and concerns not only the management, but also the department
heads and every single employee who is directly or indirectly involved in CSV and
compliance.

Contact us if you are planning the validation of your computerized
systems and their related processes. We will support you!
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