Other Services We Serve Your Market Start Up. Speed Up. Scale Up. Innnovative Medical Device
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@ Global Distribution mitigating risK.
& Instant Tracking Information
© Temperature Controlled Storage One Stop Shop L
From Concept to Commercialization

28 Quality Incubator Support
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@ Quality Systemn Documentation

@ Device Master Records
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Purpose-built service offerings designed to
accelerate time to market and reduce costs.
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Bringing Medical Innovations to Life



Medical Device
Assembly

Innovative assembly, packaging
and sterilization

Forward-thinking Manufacturing
Solutions

© Complex Assembly

& Cleanroom Facilities - ISO Class 5/ 6 /7
& Catheter Assembly

© Bonding Processes

© Electromechanical Assembly

& Combination Products

& Welding - Ultrasonic / Laser

Navigating Regulatory Complexity and
—U | Accelerating Time to Market

© Process Validation

© Manufacturing Procedures

© Packaging Development

@ Complete Documentation Packages

© Engineering Services
@ Quality Incubator Services (QMS)

% Merging Precision and Innovation for
Implantable Textile Devices

@ Anatomically correct formed textiles

@ Particulate free

@ Smooth edges to prevent tissue irritation
@ Processing to prevent suture pull-out

@ Bio-absorbable processing

Thermoforming Solutions: An Integral

L— ' Part of our End-to-End Services

@ In-line, high-speed roll-fed thermoforming
@ and die-cutting
In-house Machine Shop
@ Single-sheet thermoforming and die-
cutting, perfect for custom production and
small batches
@ Work with a range of materials including
PETG, PVC, Styrene, RPET, TPU, and Lexan/
Polycarbonate
© Expert engineering team on standby
to provide invaluable insights and
i ing the product

Sterilization &
@Y Validation

%

Contract sterilization and validation

services for single use and
reusable devices

In-House Contract
Sterilization Solutions

& In-House Steam Sterilization with
17 ft3, 19 ft3, and 74 ft3 sterilizers
& In-House EtO Sterilization
8 ftsterilizers
@& Biological Indicator (BI) Testing
@ Contracted Gamma and e-beam

@ Contracted Large Chamber EtO capabilites

C/i? Navigating Regulatory Complexity and

Accelerating Time to Market

@ Steam Processing - ISO 17664/ 17665-1 & -2
@ Ethylene Oxide Processing - 1ISO 11135

@ Gamma Radiation Processing - 1SO 11137

& E-Beam Radiation Processing - ISO 11137

2, Medical Package
Testing

Packaging design, validation
and testing

Stability & Performance Testing

@ Accelerated Aging - ASTM F1980
@ Real-time Aging (Controlled Temp.)
@ Distribution Simulation

@ ASTM D4169

@ ISTA 1A, 1G, 2A, 3A

@ Conditioning (ASTM D4332)

Sterile Barrier Testing

@ Visual Inspection - ASTM F1886

@ Peel Strength - ASTM F88 / EN 868-5
@ Burst- ASTM F1140

@ Dye Penetration - ASTM F1929 / F3039
@ Bubble Leak - ASTM F2096

& Altitude Simulation - ASTM D6653
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