GSK- API Facility Commissioning

API Facility Commissioning-- Process Engineering

GlaxoSmithKline

ABOUT

Gsk is a science-led global healthcare
company, composed by three global
businesses: Pharmaceuticals, Vaccines and
Consumer Healthcare.

These three areas research, develop and
manufacture a broad range of innovative
products.

GSK has one mission: to be one of the
world’s most innovative, best performing
and trusted healthcare companies and
therefore to bring differentiated, high-
quality and needed healthcare products to
as many people as possible.

GSK Montrose is one of only two sites
globally APl manufacturing plant, operating
in compliance with the highest quality
standards.

ALTEN
ACTIVITIES

The project consists of supporting the Commissioning of a new .
API facility on site: 2 x 12h shifts
® Working with other GSK departments (mainly operations &
Automation) as Shift Technical (4 Shift Pattern) in a 24/7
facility.

Supporting validation activities providing technical solutions
and assuring product meets with requirements..

Supporting technical activities. Including HAZOP, Standard
Work Instructions and Management of Change.

Updating and verifying Functional Specifications. Since 2020
Writing of commissioning scripts to carry out pre-validation

activities of new product introduction. Leak and functional

test of new installations, equipment and software.

© O

® Development of Non Routine Activities between /<§©
commissioning batches to prevent and/or correct deviations. @ )
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STANDARDS & TOOLS Montrose (UK)
® DCS Emerson DeltaV
® AspenIP.21
® AutoCAD

GMP compliance
Data Integrity Guidelines
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ADDED VALUE

ALTEN  consultants  work
across commissioning and
validation.

Ability to work in 24/7 mode.

Fast resource ramp-up.
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