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Sterile Packaging

Our Service -
Your Success

From raw products to market ready
medical devices

Design & Development

e CAD-supported packaging design &
development for transport, standard &
product-specific blisters

e Design & manufacturing of moulds
& other production tools in our own
toolroom

e Design & manufacturing of cleaning
trays, even for complex products

e Software to simulate the thermoforming
process

e Prototype production

e Technical documentation

Production of packaging material
in ISO Class 7 or 8 clean rooms

e Hard blisters, soft blisters, peel pouches
(Foil, Tyvek, Aluminum)

¢ Manufacturing of sealing lids for hard
blisters

e Digital colour printing on Tyvek

Validation

¢ Product-specific validations such
as cleaning validation, sterilisation
validation & transport simulation with
preconditioning

e Development of product-related
validation plans

e (Creation of sample plans

e Evaluation and preperation of validation
reports

Packaging tests

Visual inspection
Seal seam strength test

Dye penetration test

Burst test

Investigation of the microbiological
barrier property

Bubble test

Cleaning & Drying

Vacuum extraction process with modified
alcohols

Rinsing bath

Washing and disinfection machine
Ultrasonic cleaning

Drying under laminar flow or alternatively
in a drying or vacuum drying oven

Assembly

Assembly of products under clean room
conditions or under laminar flow up to
ISO Class b

Subseqguent functional and quality tests
on the final product

ESD workstation for the assembly of
electronic components

www.eurofins.com/medical-device



Sterilisation

e Gamma sterilisation with external service
providers

e Fthylene oxide sterilisation with external
service providers and in our own EO
sterilisation plant

e QOther sterilisation variants on request
(X-ray, E-beam)

Procurement management
e Procurement of product components,

shipping boxes & folding boxes as well
as instructions for use and labels

Logistical services

e (Own vehicle fleet or external service
providers

Packaging Safe. Sterile. Packaging.

e Development of the entire packaging
system up to the folding box

e Wide range of packaging and material
variants from pouches and soft blisters
to hard blisters

e Contract packaging with pre-made
blisters & pouches

¢ |nline contract packaging for large
quantities

Labelling

e |abel design according to the current
standard requirements

e |abelling of the products

e |abel tests in accordance with ISO/IEC
15415 and ISO 20417
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