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60601 Ed. 3.2 – Global Market

Ed. 3.2 Transitions Globally

Related Standards

2

Ed. 3.2

Ed. 3.1

Ed. 3.0

Ed. 2

US – FDA

US – OSHA / NRTL

Health Canada

EU – NB

Brazil

Korea

Japan

China

Singapore

India

IEC 60601-1

AAMI ES 60601-1

CSA 60601-1

EN 60601-1

ISO 14971

IEC 62366/-1

IEC 62304

Note 1: In most markets – especially if a regional version exists, the newer standard can 
be used to meet regulatory authority requirements.
Note 2: For EU CE under MDR – the regulation references “State of the Art”.  An EN 
version of the AM2 related standards does exist and should be used or a gap analysis 
provided for MDR applications.  A clear transition date has been proposed.
Note 3: China has published a 3.1 related national version – for products without a 
particular standard GB 9706.1:2020 and related collaterals will be required.

Pending – See Note 2

2.0 , 3.0, 3.1 or 3.2 are acceptable – no end date on prior versions announced

No transition announced yet, CSA amendment is published

Ed. 3.1 version supersedes – See Note 3

No transition announced, 3.2 is acceptable

No transition announced, 3.2 is acceptable

No transition announced,  typically latest is acceptable

Ed. 3 – Referenced in 60601-1 Ed. 3.2Ed. 2 – Referenced in 60601-1 Ed. 3.0 and 3.1

IEC 62366  Ed. 1 – Referenced in 60601-1 Ed. 3.0 and 3.1 and related 60601-1-6 collateral IEC 62366-1  – Referenced in 60601-1 Ed. 3.2 and related 60601-1-6 collateral

IEC 62304 Ed. 1 – Ref. in Ed. 3.0 and 3.1 IEC 62304 Ed 1.1 – Referenced in 60601-1 Ed. 3.2
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Dec. 17th 2023 Transition

A2 standard only, no consolidated version yet
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March 2023 Publication JIS T 0601-1 AM2 - March 2026 
Transition

mailto:Medical.Inquiry@ul.com
http://www.ul.com/60601

