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Since the late 80’s the importance of validated automated systems within
Pharmaceutical manufacturing facilities as become more prominent, more so today
as the system are becoming increasingly more complex.
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The Good Automated Manufacturing Practice (GAMP) Forum established in the early
90’s provide both User and supplier with regulatory guidance on the validation of
such systems.

As a supplier to the Pharmaceutical Industry and using guidance as defined by
GAMP4, Eurotherm are able to offer a validation service for it’s range of Data
Acquisition units.
The following Services are available:

e GAMP4 Category 2

e GAMP4 Category 4

Including

¢ Installation Qualification

e Operational Qualification

In addition to these Services the templates for
GAMP4 documents are available in Word format,
should you wish to validate the product using a
local System integrator or your own internal
Validation Department. Included on the CD
are copies of the Functional Specification,

Test Sheets, detailing required tests and

the Test Result Sheets. The CD also

includes templates for previous version

of the product software if required
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