Medical

Let G&M Compliance support your Compliance Certifications requirements for your Medical
Devices!

G&M Compliance has many years of experience as well as industry knowledge in testing and certify-

ing Medical Devices for product safety and electromagnetic compatibility (EMC). We also can assist
you in obtaining global certifications.

Before your medical device can be sold domestically or globally, it must demonstrate compliance with

electrical safety standards. This mandatory process helps to ensure that your medical device poses
no fire, shock, or overall safety hazards to the patient or end user that comes in contact with your
product.

Here are some of the medical standards that we test and certify to:

General Safety and EMC Standards:

e UL 60601, CSA C22.2 No. 60601, EN 60601 (Safety Standards)

e IEC 60601 (CB Scheme)

® EN 60601-1-2 (European Emissions & Immunity for Medical Devices)

® EN 60601-2-xx (European Product Specific Particular Standards for Medical Devices)
o FCC Part 18, Subpart B (Class A or B)

e SFDA (China Medical Device Certification)

o National Deviations for Global Approvals

Other Requirements:

® RoHS (European Restrictions of Hazardous Substances)
o China RoHS

o WEEE (European Waste & Recycling Directive)

o Energy Efficiency Requirements

If you are looking for a compliance laboratory that can provide you with global certifications for your
medical devices, please visit our website or give us a call.
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