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I n 2005, the
third edition
of I EC 60601-1
was publ i shed.
It was the
result of a
conpr ehensi ve
revi ew of the
second edition
(dating from
1988). Sone key
changes are:

t he outline and
t he nunberi ng
schenme of the
cl auses and
subcl auses were
changed, risk
managenent was
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rel evant and
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requi red by
US FDA for
Eur opean

Uni on

regul ators
have now
fully

recogni zed

t he npost
recent
version of

t he EN 60601
el ectrical
safety

st andard, EN
60601-1 3 rd
Edition, to

t he European
Union’s

Medi cal

Devi ces
Directive
(MDD .
60601- 1
st andard was

Page 10/10

The EN

actual ly

rel eased 13
July 2013
under the
conmon

desi gnati on
of Edition
3.1, that has
been

har noni zed
under the
VDD.

EN 60601-1 3rd
Edition

El ectrical

St andard Now
Har noni zed ...

| EC 60601 -

W ki pedi a

| EC 60601-1
Third Edition
Amendnent 1
(Ed. 3.1)
What you need
to know. For
manuf act urers
of nedi cal

el ectri cal
equi pnent and

lec 60601 1 Third Edition

syst ens,

| EC
60601- 1
Edition 3.1
(or 1 EC 60601
-1: 2005+AMD1.:
2012)
represents a
signi ficant
departure
fromEdition
3.0 of the
st andar d.
Wil e the
application
of risk
managenment
principl es
have been
clarified,

t he anended
st andard

I ncl udes new
requirenents
regarding ..

May, 02 2024



