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CSV Training

according to GAMP® 5 in the 2" Edition

Valicare CSV experts train your employees in the validation of computerized systems (CSV)
according to GAMP® 5 in the 2" edition to prepare for the digital transformation and implement
it innovatively and sustainably in your company.

The CSV team provides basic CSV knowledge about compliance and validation in a regulated
environment with all the necessary directives, norms, standards, and guidelines.

GAMP® 5 is considered an international guideline in the life science industries and has now
been published in its 2" Edition by the ISPE® (International Society for Pharmaceutical
Engineering). The CSV team teaches your employees the complete System Development Life
Cycle ( SDLC) including iterative procedures and covers critical thinking, artificial intelligence /
machine learning, and Pharma 4.0™.

Our competence

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

e Decades of experiences in dealing with
manifold IT applications

e Engineers and scientists as trainers with
relevant theoretical and practical

experience
Our services & support Your benefits
e Modular CSV training courses in e Better understanding and practical
presence and online relevance through company-specific
e The Valicare CSV Academy — the online training
training portal o Efficient learning through flexible
e Individually customizable learning training times via the online portal
content e Answers to all open questions by
e Training on the job experts
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Integration of suppliers

Our CSV team will teach you how to effectively and efficiently integrate external
service providers and subcontractors into your company. To follow the
expectation by regulatory authorities and notified bodies of each respective

country for a seamless working together.

CSV audits

Our CSV team also provides training in the planning, execution, and
documentation of CSV audits- This will enable you to carry out internal or
external audits in your company yourself. Your employees will also be
sensitized how to behave appropriately in audit situations, regardless of
whether they participate directly in the audit, or meet the auditors on site at your

company.

Contact us if you are planning to train CSV, to integrate your suppliers, or
to learn everything about audits and inspections. We will support you!
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