
YOUR
MEDICAL DEVICE 
MANUFACTURING
PARTNER
Medical device:
Design and engineering
Contract manufacturing
Regulatory compliance

www.europlaz.co.uk



WELCOME

WHAT WE DO
Over the last 50 years, Europlaz has provided design, engineering 
and manufacturing expertise for the medical device industry. 

We work across the entire life cycle of a product: from concept 
design, to manufacturing, to after-market services. 

WHY WE’RE GOOD AT WHAT WE DO
Since 1970 we have built a reputation for innovation, quality, and 
cost-effectiveness.

We use our experience and state-of-the-art technology to streamline 
all stages of the medical device manufacturing process for you – 
moving your product quickly and safely through development, and 
speeding up regulatory approval of medical devices. 

Our UK-based ISO 13485 certified and FDA-compliant facility means 
that we have complete control of the process, from under one roof. 

We are flexible, and resourceful, and can take on projects of any 
size. Our clients range from small start-ups to international blue 
chip medical device suppliers. 

Thank you for showing an interest in Europlaz. We look forward to 
finding out more about your project.

Watch our 
Corporate Video 
to find out more. 

https://youtu.be/txniDVZHrhE


DIFFERENT WAYS WE CAN WORK WITH YOU

Medical Device Contract Manufacturing  

Whether you are looking for a complete turnkey solution, 
or are just supplementing your internal capabilities, 
Europlaz has the background and flexibility to meet 
your needs. We specialise in producing the highest 
quality plastic injection moulded parts, sub-assemblies 
and finished medical devices.

Injection moulding

Cleanroom assembly

Validation

Sterilisation

Packaging and labelling

Risk Management

Feasibility and prototyping

Design for manufacture

Injection mould tool design/specification

Rental of development space

The medical device design and development stage involves 
complex processes that Europlaz aims to make as simple 
as possible for you. We can manage all aspects from 
the specification of the tooling, tool commissioning, first 
samples, validation, production of batches for clinical trials, 
in house tool modifications – all the way through to the 
supply of large batches ready for clinical use.

Whether you are looking for a turnkey solution, or simply to supplement your own processes, Europlaz can help.  

Medical Device Design and Development  



PROJECT PLANNING

HOW YOUR PROJECT WITH US MIGHT LOOK

STEP 1
CONCEPT 

DEFINITION & FEASIBILITY

STEP 2 STEP 3 STEP 4 STEP 5
PROTOTYPING & 

VALIDATION
PILOT PRODUCTION VOLUME 

MANUFACTURE

We take time to understand your 
idea, determine the scope of the 
work and create a project plan. 

We produce early design concepts 
and prototypes, to establish your 

device’s feasibility. 

We test prototypes to make sure the 
device meets your specification and 

is fit for its intended use.  

We generate work instructions and 
validate assembly processes. We 

also at this point complete technical 
documentation and regulatory 

submissions.  

Finally we move to full-scale 
manufacturing within an ISO 13485 
and FDA accredited environment.   
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MEDICAL DEVICE DEVELOPMENT

Europlaz are experienced in product development with access to 
world-class technologies and engineers. We will help you turn your 
medical device innovation into a technologically and commercially 
viable product. 

Services:
• Concept generation
• Feasibility studies
• Industrial design
• CAD modelling
• Design for Manufacturing (DFM) and Design for Assembly (DFA)
• Rapid prototyping
• Moldflow analysis, to support product design and material 

selection
• Failure Mode and Effects Analysis (FMEA) and capability studies
• Project management



INJECTION MOULDING & ASSEMBLY

Offering flexibility over design, material and colour. Injection moulding provides precise, bespoke components efficiently 
and cost effectively. 

Europlaz is highly experienced in getting the tooling and injection processes for medical devices just right – building 
a reputation within the medical sector for quality and durability.

Facilities:
• 10 tonne to 300 tonne injection moulding machines 

housed within ISO Class 7 cleanrooms
• Insert, outsert and overmoulding
• Micromoulding & small component production
• Variable batch quantities
• Cleanroom assembly
• Robotic handling systems and automated assembly
• 24 hour production



CLEANROOM FACILITIES & SERVICES

Our ISO Class 7 cleanrooms are designed for precision medical 
device, IVD and other medical product assembly.

Additional manual and automated packaging equipment situated 
within the cleanrooms as well as in-line testing capabilities of 
critical medical devices, offers our customers an all-encompassing 
medical equipment manufacturing service for single components 
through to complex multipart assemblies.

Capabilities:
• Manual, semi-automatic and fully automatic medical device 

assembly
• Ultrasonic welding
• Hot Plate welding
• Hot-wire welding
• Adhesive & UV bonding
• Multi-colour pad printing
• Ultrasonic cleaning
• Aseptic Filling
• Blister packaging
• Pouch sealing (roller and bar)
• Label production (including custom bar codes)
• Packaging validation



QUALITY ASSURANCE

We are deeply committed to quality assurance. One of our guiding principles is: the consistent supply of a quality 
product.

We uphold our standards through a rigorous QMS based on the principles of ISO13485:2016, the European Medical 
Device Directive 93/42/EEC, the FDA 21 CFR part 820 Quality System Regulations for medical devices, and the 
establishment and delivery of related quality objectives. 

The criteria for ISO 13485:2016 mean that extensive risk assessment and pre-planning are part of our process. 
This way we reduce the chance of surprises or failures at all stages of the process – upholding patient safety and 
manufacturers’ reputations. 

Functions:
• ISO13485:2016, FDA compliant
• FMEA/Risk analysis/Risk benefit analysis 
• Advanced product quality planning (APQP)
• Production Planning Approval Process (PPAP)
• Regulatory Affairs Management
• Metrology incorporating optical and contact CMMs 
• Bespoke test equipment
• Validation and qualification



MEDICAL DEVICE REGULATORY COMPLIANCE

The medical device industry is highly regulated, and the regulations are constantly changing. We have experience in 
the UK, European, American and Asian markets, and can provide regulatory support to help you smoothly enter your 
medical device into the relevant market.

We can help with documenting Technical Files or Design Dossiers to meet the requirements of the European Medical 
Device Directive, FDA 510(k), and other regional applications. 

If you do not yet have appropriate data available we offer or can arrange for testing services, ranging from accelerated 
ageing to Electro Magnetic Compatibility (EMC) to ISO 60601-1-2. 

For sterile products, we can assist with validation of the sterilisation process: ISO 11135 for sterilisation of healthcare 
products by Ethylene Oxide, ISO 11137 for sterilisation of health care products by Radiation, and ISO 14644 for 
cleanroom implementation and operation. 

We also offer EC Representative Services for manufacturers located outside of the European Community. 

Functions:

• CE marking
• FDA approval
• Risk management
• Usability studies
• Technical file generation
• Design transfer



5 REASONS....TO PARTNER WITH EUROPLAZ

1. WE ARE THE CLEANROOM EXPERTS

Our cleanrooms are specifically designed for processing 
medical, diagnostic and drug delivery devices. They 
are certified to ISO 14644 for airborne particulate and 
microbial control, and are monitored for air pressure, 
micro-organisms and airborne particulate at all times. 
Watch our video.

2. WE ARE PRECISE

Our experienced staff provide metrology services using 
international-standard calibrated equipment. Our 3D 
printing service can produce prototypes, fixtures, jigs and 
mock-ups, while a fully automatic Coordinate Measuring 
Machine offers 3D inspection through both touch and 
vision sensors. Watch our video.

3. YOUR DEADLINES ARE IMPORTANT TO US

We have almost 6,000 square metres of manufacturing 
and development space, and we manufacture 24/7. We 
will do whatever it takes to get your product to market 
when you need it. Watch our video.

4. WE ARE READY TO TRADE 

We’re proud to be a UK company, with global reach. 
Our fulfilment service includes secure storage in our 
warehouses, transparent inventory control and product 
traceability. We can ship products all around the world, 
whether that’s B2B or B2C. Watch our video.

5. A CAN DO ATTITUDE

We strive to continuously improve our processes and 
accommodate customer needs. We added assembly of 
medical test kits and end user fulfilment to our services 
in just six weeks. Watch our video.

LOOKING FOR MORE?

There are many more reasons why Europlaz is your 
medical device Contract Manufacturing partner of choice. 
Find out more here.

https://youtu.be/WmLRI1yV8z0
https://youtu.be/oUSQH8Ax8s0
https://youtu.be/Ic3S2KUftxM
https://youtu.be/CguQ1KM1xOI
https://youtu.be/jTfhflQa0kQ
https://europlaz.co.uk/contract-manufacturer/


EXAMPLES OF THE WORK WE’VE BEEN INVOLVED IN

TOTAL INTRAVENOUS ANAESTHESIA (TIVA) SETS

Our own advanced range of TIVA products, following 
guidelines from the Safe Anaesthesia Liaison Group 
(2009). 

SIDD (SYSTEMIC INHALED DELIVERY DEVICE)

A patient-friendly breath-operated inhaler. The device 
uses pressure to generate vapour for inhalation, to 
deliver a range of pharmaceutical molecules quickly, 
safely, and effectively. 

SINCRO

A novel single-use, sterile, dental Local Anaesthetic 
syringe system, addressing the shortfalls of similar 
devices. This is the only system that meets all current 
regulatory guidelines, and works with all LA carpule 
designs and sizes. 

FLOW SENSOR

Our own patented flow sensor, produced using 
automated micro-robotic assembly. It combines a sensor 
for measuring flow volume with an optimally placed 
sampling port, so it can safely extract gas for tidal flow 
CO2 monitoring. Neonatal and adult versions available.

FLOWFUSOR

Designed to improve visibility and ease diagnosis during 
cystoscopic procedures. When the Flowfusor is inverted, 
a spike releases fluid from a bottle, which washes away 
impurities blocking the viewfinder of the endoscope. 

AUTO INJECTOR KIT

A self-injector with over 15 separate components all 
moulded and assembled in a Class 7 cleanroom.

See our website for case study examples.

https://europlaz.co.uk/our-work/


CONTACT US
The Maltings Industrial Estate

Southminster
Essex

CM0 7EQ
United Kingdom

+44 (0)1621 773471

enquiries@europlaz.co.uk


