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GAMP4 to GAMPS

How can Eurotherm Help?

The newly launched GAMP® 5: A Risk-Based Approach to
Compliant GxP Computerized Systems aims to focus attention
on patient safety, product quality and data integrity.

Coupled to this, the new guidance highlights the need to:

Avoid duplication of activities (e.g. by fully integrating
engineering and computer system activities so that they are
only performed once)

Leverage supplier activities to the maximum possible extent
while still ensuring fitness for intended use

Scale all lifecycle activities and associated documentation
according to risk, complexity and novelty

Eurotherm has many years experience managing
control system integration projects; working with
numerous pharmaceutical end users to develop
streamlined approaches to validation. Within the
application lifecycle Eurotherm can offer:

B Well-developed documentation templates
including traceability from user
requirements through to design and
verification activities

B Configuration and documentation
management with full traceability of
changes back to the source (whether that is
a customer request, a code review action or
a test incident)

B Careful test planning to avoid duplication
between module, factory and site tests but
still ensure appropriate coverage

B Test specifications written to integrate with
your 1Q/0Q so that effort is not wasted
duplicating activities for control system,
process equipment and the process itself

B Support for ongoing operation including
service level agreements, helpdesk, bonded
spares, support for installing patches or
upgrades




Leveraging supplier activities

and novelty

Eurotherm has considerable experience of basing application lifecycle
activities on the output of risk assessments. Talk to us about:

B Scaling of documentation depending on system risk, complexity

B Building a suitable scope of test based on the risk, complexity
and novelty of a particular function or software module

B Risk based regression testing following an upgrade

B Assistance at your next periodic review to check that the risks
associated with your existing process control system have been
suitably assessed and managed

Eurotherm recognises the need to support end users in their desire to
leverage supplier activities:

B Auditors from pharmaceutical end users are always welcome

B All Eurotherm products are developed under a mature quality system
(1S09001:2000, TickIT) which has been complimented by many end
users during supplier audit

B \Validation is supported throughout the product lifecycle, with full
documentation and testing of upgrades prior to release and

comprehensive release notes made available to end users

B Many functions are incorporated as standard for ease of validation —

requiring only parameterisation by the end user

Eurotherm: International sales and service

Understanding and providing local support is a key part of Eurotherm business. Complementing worldwide Eurotherm offices are a whole

range of partners and a comprehensive technical support team, to ensure you get a service you will want to go back to.

AUSTRALIA Sydney
Eurotherm Pty. Ltd.

T (+61 2) 9838 0099

F (+61 2) 9838 9288

E info.au@eurotherm.com

AUSTRIA Vienna
Eurotherm GmbH

T (+43 1) 7987601

F (+43 1) 7987605

E info.at@eurotherm.com

BELGIUM & LUXEMBOURG Moha
Eurotherm S.A/N.V.

T (+32) 85 274080

F (+32) 85 274081

E info.be@eurotherm.com

BRAZIL Campinas-SP
Eurotherm Ltda.

T (+5519) 3707 5333

F (+5519) 3707 5345

E info.br@eurotherm.com

CHINA

Eurotherm China

T (+86 21) 61451188

F (+86 21) 61452602

E info.cn@eurotherm.com
Beijing Office

T (+86 10) 63108914

F (+86 10) 63107291

E info.cn@eurotherm.com
Guangzhou Office

T (+86 20) 38106506

F (+86 20) 38106511

E info.cn@eurotherm.com

DENMARK Copenhagen
Eurotherm Danmark AS

T (+45 70) 234670

F (+45 70) 234660

E info.dk@eurotherm.com

FINLAND Abo
Eurotherm Finland

T (+358) 22506030

F (+358) 22503201

E info.fi@eurotherm.com

FRANCE Lyon
Eurotherm Automation SA
T (+33 478) 664500
F (+33 478) 352490
E info.fr@eurotherm.com

GERMANY Limburg
Eurotherm Deutschland GmbH
T (+49 6431) 2980

F (+49 6431) 298119

E info.de@eurotherm.com

HONG KONG

Eurotherm Hongkong

T (+85 2) 28733826

F (+85 2) 28700148

E info.hk@eurotherm.com

INDIA Chennai
Eurotherm India Limited
T (+91 44) 24961129

F (+91 44) 24961831

E info.in@eurotherm.com

IRELAND Dublin
Eurotherm Ireland Limited
T (+353 1) 4691800

F (+353 1) 4691300

E info.ie@eurotherm.com

ITALY Como

Eurotherm S.r.l

T (+39 031) 975111

F (+39 031) 977512

E info.it@eurotherm.com

KOREA Seoul

Eurotherm Korea Limited
T (+82 31) 2738507

F (+82 31) 2738508

E info.kr@eurotherm.com

NETHERLANDS Alphen a/d Rijn
Eurotherm B.V.

T (+31172) 411752

F (+31172) 417260

E info.nl@eurotherm.com

NORWAY Oslo

Eurotherm A/S

T (+47 67) 592170

F (+47 67) 118301

E info.no@eurotherm.com

POLAND Katowice

Invensys Eurotherm Sp z o.o.
T (+48 32) 2185100

F (+48 32) 2177171

E info.pl@eurotherm.com

SPAIN Madrid

Eurotherm Espafa SA

T (+3491) 6616001

F (+34 91) 6619093

E info.es@eurotherm.com

SWEDEN Malmo
Eurotherm AB

T (+46 40) 384500

F (+46 40) 384545

E info.se@eurotherm.com

SWITZERLAND Wollerau
Eurotherm Produkte (Schweiz) AG
T (+41 44) 7871040

F (+41 44) 7871044

E info.ch@eurotherm.com

UNITED KINGDOM Worthing
Eurotherm Limited

T (+44 1903) 268500

F (+44 1903) 265982

E info.uk@eurotherm.com
www.eurotherm.co.uk

U.S.A. Leesburg VA
Eurotherm Inc.

T (+1703) 443 0000

F (+1703) 669 1300

E info.us@eurotherm.com
www.eurotherm.com
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