SAINT-GOBAIN MEDICAL

Silicone
Molding

Advanced silicone molding
expertise, delivering
quality parts

The increasing need for smaller, smarter and safer

medical devices is driving demand for more complex, micro-
sized silicone components. Backed by over a decade of
expertise in two-shot and micro molding, Saint-Gobain
Medical has always been at the forefront of silicone processing
innovations. With our proprietary processes and in-house
tooling expertise, we can manufacture your most challenging
part design with complex features and tight tolerances.

Getting it right the first time

With over 45 years of silicone molding experience, we have
accumulated an unmatched knowledge of materials, processes
and tooling. From a single cavity prototype mold to full scale-
up with automation, our engineers have extensive design for
manufacturability (DFM) expertise to bring your concept to life
and get it to market faster.

Above & beyond molding

From our latest advancements in silicone laser processing to our
structured quality systems and validation programs, we are well
positioned to help you innovate the future of medical devices.

MOLDING CAPABILITIES

* LSR & HCR

e Overmolding

¢ Two-shot molding

¢ Micro molding

* FreeWave™ silicone laser processing

TECHNICAL EXPERTISE

¢« Complex part geometries

¢ Thin wall sections to 0.0015"

* Undercuts, threads, blind shutoffs
¢ Parts as small as 0.001g

QUALITY ASSURANCE

¢ Operating ISO 13485 site
* 1Q/0Q/PQ validation
¢ ISO Class 8 clean room
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Expert guidance for part design confidence

Prototyping services

* In house tool design & fabrication

* Dimensionally accurate prototype parts
* Fully functional models

* Production intent material

* Single cavity tools

Molding-grade steel

Designing with the end in mind

PHASE 1

Component

PHASE 2

Component &
Manufacturing Method
Confirmation

PHASE 3

Process Optimization
and Validation

PHASE 4

Scale-up
Production

PHASE 5

Product Life-Cycle
Management

Design Review

Review component
design, application, &
functional requirements

Design & build prototype
tooling to achieve part
specifications

Design & build
production grade
tooling

Increase tool
cavitation

Continuous monitoring
of tool and process
conditions
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Design, build, & test
manufacturing proof-of-
concept
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Select material grade(s)
with mechanical
properties best suited for
the application

Perform annual
preventative
maintenance

Advise on part design
for manufacturability

Process optimization
and validation

Automate primary &
secondary processes

Customer validation
of medical device

Customer verification

of component fit-form-
function from prototype
samples

Review & implement
continuous
improvement
opportunities

Increase capacity
by adding duplicate
production work cells

We design, develop and deliver custom medical components and engineered systems for medical devices

Silicone Molding  Filtration Technologies ¢« Extrusion Solutions ¢ Catheter Systems ¢ High Purity Closures

Saint-Gobain Performance Plastics Corporation’s Life Science (“Saint-Gobain”) products that are used as components in the manufacture of any Medical Devices (as defined by the FDA) are
sold by Saint-Gobain only and exclusively to Medical Device manufacturers for use in the manufacture, assembly or distribution of their medical devices. Medical Device manufacturers, to whom
Saint-Gobain sells components or for whom Saint-Gobain acts as a subcontractor for finished products, are solely responsible for determining whether their finished products are a medical
device and complying with the appropriate certifications and registrations.

NOTE: This document is intended to provide information about the product to enable you to consider whether generally the Product meets your application need and is not intended to provide
product specification. This d hould not be idered a Product warranty or guaranty. To the extent this document mentions any tests done by Saint-Gobain, such tests are done under
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controlled laboratory circumstances and hence other factors in your use and application may impact such values.
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