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Bl Computerized Systems
\Validation

In the bio-pharmaceutical industry, we need to understand:

= Whatis a Computerized System?

» How can we categorize it?

» What proof do we need to demonstrate that the systems that directly impact the
production process are safe, effective, and consistent?

» What evidence will we need to document?

»  Whatis the regulatory framework?

Our specialists are well prepared to address these questions and design, together with you, the
validation strategy that suits your needs, considering the level of maturity and understanding

of your organization's technologies.

We are distinguished by a multidisciplinary team with experience in industrial process
automation, business informatics, and maintenance management. This makes us capable of

evaluating and addressing all stages of workflow assessment in partnership with you.
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