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Byers Peak Overview

Manufacturing Readiness

With years of experience introducing over 50 products to market, we can turn your design
and production goals into astep-by-step manufacturing readiness strategy. Sourcing
your BOM, qualifying custom tooling, developing manufacturing processes and test
systems, supporting your regulatory approvals, building prototypes or clinical trial units
arejust of afew of the activities we can manage for you.

Regulatory Experience

Whether you need regulatory approval support for the FDA, CE, UL, ETL.. we have
pragmatic regulatory experience to support agency approvals in atimely manner.

Once approved, our quality systems will ensure we maintain compliance for agency audits
through thelife of your product

Device Manufacturing

We practice awork-cell manufacturing model that is scalable from prototypes through
your production ramp. Manufacturing and test procedures are the cornerstone of our
quality system and ensure quality at every stage of production from assembly, testing,
burn-in, packaging and distribution.

Disposable Manufacturing

Our class 100,000 certifiable clean room is set up for early stage production of hand
pieces and disposable devices. Assembly, soldering, sonic welding, package sealing and
managing the sterilization process are some of the disposable manufacturing services we
provide our customers.

Post Production Services

Providing repair depot services is a natural extension of our manufacturing capabilities.
We can manage theinventory and troubleshooting processes needed to resolve any field
failureissues. We provide segregated production and service manufacturing cell to
ensuretheability to s ship new and repaired units on the same day.

Whether its spare parts or spare part refurbishment, we have the ability to manage both
field requirements. We can ship directly to your field service techs, clinics and hospitals.

Our factory trained service techs that can repair or upgrade devices in thefield. This can

be established as astandard practice or developed to help with asurge in requirements of
your current field service group.
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