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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: DIO, LLC
1430 Decision Street
Vista
California
92081
USA

Holds Certificate No: FM 688373

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Please see scope page.
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Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:
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Latest Revision Date: 2018-12-10 Expiry Date: 2020-09-26
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SCC Accredited
CB-MS
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ocsm
Accrédité CCN ™

..making excellence a habit”

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+688373&ReIssueDate=10%2f12%2f2018&Template=inc

Certificate No: FM 688373

Registered Scope:

Main: Design, Manufacture and Distribution of Rigid and Soft Orthopaedic Braces, Cold Therapy Systems,
Bone Growth Stimulators (Active Device), CCM (Custom Contour Measurement Instrument), Cuffs, Bands,
Wraps, Intermittent Pneumatic Compression Medical Devices, Exercisers, Ultrasonic Diathermy Units,
Neuromuscular Stimulator and Electrodes, Powered Traction Units, Iontophoresis, Cutaneous Electrodes,
Lead Wires/Cables, Ultrasonic Applicators, Electromyography, Continuous Passive Motion, Shortwave
Diathermy, Paraffin Bath, Cryotherapy Compression, Fluidotherapy (Dry Heat Whirlpool), Powered Heating
Pads, and Therapeutic Laser and applicators, Radial Pressure Wave Generator and Applicators, and
Heating Units.

Scott Street: Manufacture and Distribution of Rigid Orthopaedic Braces, Bone Growth Stimulators (Active
Device), Intermittent Pneumatic CompressionMedical Devices, Neuromuscular Stimulator, Ultrasonic
Applicators and Manufacture, Distribution and Service of Therapeutic Laser applicators.

Tijuana: Manufacture and Distribution of Rigid and Soft Orthopedic Braces, Cold Therapy Systems, CCMI
(Custom Contour Measurement Instrument), Cuffs, Bands, Wraps, Intermittent Pneumatic Compression
Medical Devices, Exercisers, Ultrasonic Diathermy Units, Neuromuscular Stimulator and Electrodes,
Powered Traction Units, Iontophoresis, Cutaneous Electrodes, Lead Wires/Cables, Ultrasonic Applicator,
Electromyography, Continuous Passive Motion, Shortwave Diathermy, Paraffin Bath, Cryotherapy
Compression, Fluidotherapy (Dry Heat Whirlpool), Powered Heating Pads, and Therapeutic Laser, Radial
Pressure Wave Generator and Applicators, and Heating Units.
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Certificate No:

FM 688373

Location Registered Activities

DJO, LLC Design, Manufacture and Distribution of Rigid and Soft

1430 Decision Street Orthopaedic Braces, Cold Therapy Systems, Bone Growth
Vista Stimulators (Active Device), CCM (Custom Contour
California Measurement Instrument), Cuffs, Bands, Wraps, Intermittent
92081 Pneumatic Compression Medical Devices, Exercisers,

USA Ultrasonic Diathermy Units, Neuromuscular Stimulator and

Electrodes, Powered Traction Units, Iontophoresis, Cutaneous
Electrodes, Lead Wires/Cables, Ultrasonic Applicators,
Electromyography, Continuous Passive Motion, Shortwave
Diathermy, Paraffin Bath, Cryotherapy Compression,
Fluidotherapy (Dry Heat Whirlpool), Powered Heating Pads,
and Therapeutic Laser and applicators, Radial Pressure Wave
Generator and Applicators, and Heating Units.

DJO Global - Scott
3151 Scott Street

Manufacture and Distribution of Rigid Orthopaedic Braces,
Bone Growth Stimulators (Active Device), Intermittent

Vista Pneumatic CompressionMedical Devices, Neuromuscular
California Stimulator, Ultrasonic Applicators and Manufacture,
92081 Distribution and Service of Therapeutic Laser applicators.
USA

DJO - Tijuana Manufacture and Distribution of Rigid and Soft Orthopedic

dj Orthopedics de Mexico, S.A. de C.V.:

Carretera Libre Tijuana Tecate #20230 Submetropoli
El Florido

22244

Mexico

Original Registration Date: 2018-05-21
Latest Revision Date: 2018-12-10

Braces, Cold Therapy Systems, CCMI (Custom Contour
Measurement Instrument), Cuffs, Bands, Wraps, Intermittent
Pneumatic Compression Medical Devices, Exercisers,
Ultrasonic Diathermy Units, Neuromuscular Stimulator and
Electrodes, Powered Traction Units, Iontophoresis, Cutaneous
Electrodes, Lead Wires/Cables, Ultrasonic Applicator,
Electromyography, Continuous Passive Motion, Shortwave
Diathermy, Paraffin Bath, Cryotherapy Compression,
Fluidotherapy (Dry Heat Whirlpool), Powered Heating Pads,
and Therapeutic Laser, Radial Pressure Wave Generator and
Applicators, and Heating Units.

Effective Date: 2019-01-01
Expiry Date: 2020-09-26
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