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Globtek applies for IEC 60601-1 medical Safety Approvals and

Standapds EMC approvals on their standard power supply products. The
medical approvals for Safety and EMC are required to exist in
separate CB reports.

Many medical products are used in a home health care

environment. Globtek obtains a IEC 60601-1-11 approval on their

products in order to support this important market segment of the
Download (247 x 133) medical equipment business. An important distinction with home
use medical equipment is that the AC input configuration must be a Class Il (unearthed, 2 conductor)
configuration.

There is often confusion regarding the differences between IEC 60601-1 ed 3, and IEC 60601-1 ed 3.1. As
shown in the diagram below, when Corrigendum 1 and 2, and Amendment 1 are applied to edition 3, the
resulting document is the same as edition 3.1. The changes are generally minor between ed 3 and ed 3.1,
one major change is to have relaxed safety isolation barrier requirements for low voltage DC systems, such as
automobile batteriesl, where the risk is far less than a 230Vac input safety barrier.

In the diagram below, the two key collateral standards for IEC 60601-1 which Globtek obtains CB approvals
(and specific harmonized national standards approvals) for are shown, which is for the medical EMC standard
and the Home Use Care standard.

Ed. 3.1= IEC 60601-1, Edition 3 (2005-12)
+
Corr.1 (2008-12)

General Standard,
Medical Electrical Equipment
IEC 60601-1

i +
Edition 3.1 (+2012-1 1-14) Corr.2 (2007-12)
+

Corr.1 (2014-07-22) Am.A (2012:07)

Collateral Standard,
Medical Electrical Equipment for
Use in Home Care Applications

IEC 60601-1-11

Edition 2 (2015-01)

Collateral Standard,
Electromagnetic Compatibility
IEC 606071-1-02
Edition 4 (2014-02)

For additional information on this topic, please visit the following web pages:

» MECA (Medical Equipment Compliance Associates) US Home Page: http://mecassociates.us/
o MECA, list of 60601-1 standards, collateral standards, and particular standards: http://60601-
1.com/assets/meca-60601-80601-medical-standards-list-(rev-2015-12-24).pdf
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