Validation Services

Operating in highly validated environments such as the pharmaceutical

and food manufacturing industries is a tough business. Keeping ahead of

the competition - and abreast of the regulations - in these fields is even

tougher.

Competitive Environment

Here at Alba, we understand the
processes and levels of
llsiell compliance required to
meet standards like 21 CFR Part 11.
We also recognise the benefits that a
modern control system has to offer

in businesses that must adhere to
cGAMP guidelines.

What We Offer

3 Alba’s staff is fully

EMERSON .
Process Management trai ned on

modern
control products that are specifically
designed to be used in regulated
environments, products such as GE
Fanuc’s iFix, iBatch and iHistorian,
Emerson Process Management’s
DeltaV, and OSlsoft’s Pl. Using the
advanced validation features of these
products means that you can get the
most from your system, enabling
faster, easier product development

and shorter time-to-market.

We can provide services in a range of
areas, from assisting with test and
execution validation through to
supplying complete automation and

data historian solutions — that is,

from Design Qualification, through
Installation Qualification to
Operational Qualification and finally

Performance Qualification.

Added Value

Implementing a historian system
such as PIl, which n

has a proven track & osl
record in highly validated industries
like pharmaceuticals and food
manufacturing, to record your
process data can be a valuable tool
in monitoring and controlling your

muc process.

develop the necessary

We can also

documentation for your process,
such as wuser requirement and
functional design specifications and

standard operating procedures.

Alba’s skills and experience means
that we can handle the validation
requirements for your project,
leaving you and your staff free to

concentrate on getting the job done.
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