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SUSTAINABLE

[ Medical] IEC, EN 60601-1 (Ed. 3.2) Major requirement GREUP

® Update requirement for ball pressure test (Impact)
1). ED. 3.1 test temperature only refer “ Normal & Overload condition” @ @
2). ED. 3.2 add an evaluation “Single fault condition”

® MOOP accept IEC 62368 (ED. 3.1: only 60950) (Relax)
Insulation comply IEC 60950 or IEC 62368 can be used as a MOOP

® RISK MANAGEMENT standard update to ISO 14971:2019

® Usability standard update to IEC 60601-1-6: 2020 & IEC 62366-1:2020

® Allowable maximum temperatures for Accessible part add Table 34 (Relax)

=> |ikely to be touched & intended to be touched

Table 23 - AllowablehmﬂXimlllIT Tempgratureshrtzjr ME EQUIPMENT parts Table 34 - Allowable maximum temperatures for ACCESSIBLE PARTS that are ]iKEly‘ to he
that are [lkely to be touche touched, but not intended to be touched to operate the ME EQUIPMENT
Maximum ¢ Smperature | Maximum temperature
ME EQUIPMENT and its parts I'I'Ioulr.i_eld C
1 "
Metal Glass, porcelain, pla::?c-!::lﬂbb!f- ME EQUIPMENT Metal and Glass, Moulded Wood
and liquids |  vitreous materia | wood and its parts I1qu|ds POI’CE'UiI‘I material
t<1 74 80 86 vitreous plastic, rubber
External surfaces of ls<t<i0s 56 &6 71 material
ME EQUIPMENT that are
gklm;?ﬁe touched for [~ "7 o 56 60 External surfaces of ACCESSIELIIE PARTS that 80 a0 104 150
are likely to be touched foratimet<1s
m t 48 48 48




SUSTAINABLE

[ Medical] IEC, EN 60601-1 (Ed. 3.2) Major requirement GREUP

® 8.4.2 c) ACCESSIBLE PARTS and APPLIED PARTS: (Not impact) | connector, 10 kQ £ 500 Q (8W)
SIP/SOP of —1—{___} é

1). Output voltage < 60Vdc or 42.4Vpk -> Pass EUT )

o/

2). Output voltage > 60Vdc or 42.4Vpk " Wi 10 kD resistance
-> leakage current test with 10 kQ + 500 Q resistor (NEW)

® 38.6.4 Impedance and Current-carrying Capability (Not Impact) v

1). ED. 3.1 testing with 3m length power cord only
2). ED. 3.2 Testing shall be carried out using a DETACHABLE POWER SUPPLY CORD as

provided or specified (length and cross-sectional area) by the MANUFACTURER.

Group/Country - Reference Last Modified

1 1 CAN/CSA-C22.2 No. 60601-1:08, CAN/CSA-
. N atl O n a | D I ffe re n Ces Canad C22.2 No. 60601-1:14 (including amendment
f#] Cenada 1) and Amendment 2:2022 (MOD) to
CAN/CSA-C22.2 No. 60601-1:14

2022-08-06

Canadian National standard: CAN/CSA-C22.2
No. 60601-1:08, CAN/CSA-C22.2 No. 60601-
Inb. Canada 1:14 (including amendment 1) and 20220812
Amendment 2:2022 (MOD) to CAN/CSA-
C22.2 No. 60601-1:14

National standard AAMI ES60601-
EE= United States of America 1:2005,ES60601-1:2005/AMD1 1:2012, 2022-07-01
ES60601-1:2005/AMD2:2021



