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SMP Tech, Inc.

Advanced Medical Design Solutions

SMP is a turnkey medical device development
company providing design, documentation, pilot
production manufacturing and additive manufac-
turing services to the highly-regulated Medical and
Biotech Industries.

We offer comprehensive engineering and pro-
totyping services in breakthrough medical de-
vice technology ranging from low-cost disposable
drug delivery components to complex surgical
instruments and orthopedic implantable systems.
SMP has extensive experience designing robotic
equipment, medical instruments and disposables.
For pre-existing products, we offer cost reduction
methodology that can help you improve margins,
without impairing safety or performance.

SMP provides complete documentation to ensure
that our customers’ devices are designed and manu-
factured compliant to all regulatory requirements.
Some examples include: Design Controls and DHF

Management, Design Verification Planning and
Testing, FMEA and Risk Analysis, Test Protocols/
Study Reports, Validation Documentation, Equip-
ment Qualification, Process Validation and Device
History Records.

SMP is on track to receive our ISO 9001 and ISO
13485 Certification in the first quarter of 2014.
SMP can help you set up your quality and compli-
ance policies, procedures and systems. Our pres-
ent development processes and documentation
comply with FDA 21 CFR Part 820 as defined
in ISO 13485. SMP has established relationships
with various consulting companies we utilize

when needed for specialized regu-

latory issues including GLP,

ISO 13485, MDD,

and CMDCAS. SMP

works cooperatively

to successfully com-

plete medical devel-

opment projects by

building partnerships that supplement our client’s
strengths with our technical resources.

CONTACT US:

To obtain information on available services or for
a project plan and budgetary estimate to meet your
specific needs, please contact us at 408-776-7776
or email us at design@smptech.com.
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