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How many hours will your lab spend
on validation this year?

Lab validation is increasingly complex and time-consuming. You need to:
« Improve patient result quality through risk reduction

o Ensure compliance with regulations, norms and standards

o Acquire skills and tools to make validation easier

» Gain more time to concentrate on your objectives

Your shortcut to complete lab validation

To help you through the validation maze and lighten your workload, we offer a personalized
validation solution.

Together, we will develop your lab’s validation/verification strategy by taking into account your
immediate validation goals, ensuring your process is easy to maintain and building in a notion
of long-term validation leverages. In your lab context, we can help you:

o Set-up tailor-made validation procedures

o Qualify systems and validate reagents

» Document your validation process and set-up sustainable documentation streams
o Implement statistical tools to automate calculation and make validation easier

« Train your technicians to validate systems
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o> I/ validation Solutions

A complete validation service tailored to your needs

Qualification of System Selection
 System requirements
 Supplier data
« Supplier contract

» System documentation

Risk Analysis
o |dentification of impacting factors
o Risk assessment
o Proposal for risk control & management

Validation
Solutions

Installation Qualification
« Validation of integration and installation for optimal laboratory
workflow

Operational Qualification
« On-site verification of system functioning
« Verification of IT functions

Performance Qualification
« Bibliography and scientific documentation
= Protocol delivery for method verification
» Dedicated software for method verification

Validation/Verification Report Writing
» Presentation of data and results

User Coaching
o Personalized evaluation of training needs
= Demonstration of appropriate use of Instrument, User and Maintenance Manuals

EN ISO 15189 (section 5.5) and EN ISO 17025 compliance made easy

Simplify your daily workload with our step-by-step method validation package, specifically designed to
rapidly and successfully validate instruments for routine use in your setting.

Time is one of your greatest resources -
make smart use Of |t We will help you get successfully through

the validation maze, so you have more time
to concentrate on achieving your goals.

bioMérieux S.A.
69280 Marcy |'Etoile
France

Tel. : +33 (0)4 78 87 20 00 z
Fax : +33 (0)4 78 87 20 90 BIOMEIRIEUX

www.biomerieux.com \
www.biomerieux-diagnostics.com



