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Medical Device
Services

Reprocessing
Validations

The importance of ensuring your products and
instruments are clean and sterile every time
they come into contact with a patient or end
user cannot be overstated. The burden of
responsibility falls on the manufacturers of
finished medical devices to provide clear,
understandable and reproducible cleaning and
sterilisation protocols that have been validated
to be effective.

With more than 30 years of experience in this
field, Eurofins Medical Device Testing network

of laboratories offers a broad range of
microbiological, bio-/chemical and toxicological
testing to examine products for the intended re-
processing procedures according to AAMI TIR
12, AAMI ST98, I1SO 17664-1 and ISO 17664-2
to validate procedures for manual and

automated cleaning, disinfection and
sterilisation.

Choose Eurofins Medical Device
Testing to help you:

e FEvaluate the effectiveness of your
cleaning, disinfecting and sterilisation
protocols

e Select the most appropriate test soil or
organism to simulate practical use

¢ ldentify inoculation sites on your
instruments which represent worst case
challenges (Consulting Service)

o Optimise your Instructions for Use
(Consulting Service)

o Complete your regulatory dossiers with
proven validation reports (Consulting
Service)

Testing Services

Biocompatibility & Toxicology ® Cleaning & Reprocessing Validations

Chemical & Physical Analysis e Distribution & Package Integrity
Performance Testing ® Human Factors & Usability ® Microbiology &

Sterility Mechanical & Functionality e Viral Safety

Testing Available

Flexible Models

Fee For Service (FFS)
Full-Time-Equivalent (FTE)

PSS Insourcing Solutions®

e Simulated Use Cycles
e Manual Cleaning
e Automated Cleaning
e Disinfection

e Chemical or Thermal

e Manual or Automated

e AAMI TIR 12 levels of disinfection

acceptance criteria: Low, Intermediate
or High
e Sterilisation

eDynamic Air Removal
eGravity Displacement

¢ Analysis of Chemical Residual
e Analytes
¢ Visual Evaluation
¢ Protein
e Hemoglobin
e Total Organic Carbon (TOC)
e Cytotoxicity

Instrumentation

e Shakers

e Ultrasound Baths

e Washer Disinfectors
e Moist Heat Sterilisers
e TOC Analysers

® Microplate Readers

Contact Us

North America: Medical-Device@VDS.EurofinsUS.com
Europe: Medical-Device@MDS.EurofinsEU.com
APAC: Medical-Device-Asia@EurofinsAsia.com

www. Eurofins.com/Medical-Device
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