Briefing on Differences Between 60950 and 60601

1. Applied Parts HY{ir B E35:

Part of ME equipment that in normal use necessarily comes into physical contact with the patient for ME
equipment or an ME system to perform its function.

Personal computer

2(' \l) Skin electrodes (
I‘( \ \\\I'F:::::-f—_ :
/ = [S—o~,
‘-’ '.( ArPLED PART and parts ,--""JJ Il AepueoparT a™>
[ that have to be treated as if - and parts f
: : APPLIED PARTS I that have to be (1
‘ \ 1L treated as V)
! /,‘ = ) 1§\
14 L ey 20 4
TENS 4 = K \ )/
with belt clip ( / \ L
\'I \ ECG module / |\
| V)
V] \ |/

ECG paTiENT cable

W
[ A
{ ) B Y
- oS

2. MOPP K MOOP [y43&5ER:

®  MEANS OF PATIENT PROTECTION (MOPP)

ME EQUIPMENT

APFLIED PARTS

(For patient contact parts)

® MEANS OF ®BPERATOR PROTECTION (MOOP) (Fo contact parts)
® 2 MOOP/ ouble/Reinforced Insulation
® 1 MOOP/ ic Insulation
3. UL CCN:
QQHM2 for

PIDF for Medi

4. Comparison:

60601 MOPP (for Power)

Item 60950

60601 MOOP (for Power)

.

[, Il and Internally powered

Insulation Class , 1111

(Internally powered equipment that also”connect to a supply
mains shall comply with the requirements for class | or class Il
while so connected, and with the requirements for internally
powered equipment while not so connected.)
Hipot B/I: 1500Vac D/I:3000Vac Same as 60950 B/I: 1500Vac D/I1:4000Vac
Creepage Working voltage: 300Vrms Same as 60950 Working voltage: 250Vrms
Distance B/I:3.2mm  D/I: 6.4mm B/I: 4.0mm D/I: 8.0mm
(Interpolation is Working voltage: 300Vrms
allowed)
B/I: 4.7mm D/I: 9.4mm
Clearance Working voltage: 300Vrms Same as 60950 Working voltage: 250Vrms
(Interpolationis | B/I: 2.0mm D/I: 4.0mm B/I: 2.5mm D/I: 5.0mm
NOT allowed for : )
60601) Working voltage: 300Vrms
B/I:3.5mm D/I:7.0mm

Opposite
Polarity (L to N)

Creepage: 2.5mm
Clearance: 1.5mm

Creepage: 3.0mm Clearance: 1.6mm




Leakage Current

(Touch current)

Class I: 0.75mA/ 3.5mA
Class Il: 0.25mA

NC: 100uA (PE connected)

SFC: 500uA (PE open, same as 60950)

(No patient circuit involved)

Heating Limit: 75°C or 95°C max. Limit: 48°C max.

(External

Surface)

Y Capacitor One Y1 or Two Y2 Same as 60950 Two Y1
across Pri to Sec

Fuse One is OK One for Class Il

Two for Class |

Class Il USA Plug
(1-15P)

Polarized or not

Color

HNBITKEK:

2¢glarized (unless both L and N have fuse)

Discharge Test

< 37% of initial
voltage

or urgent only

Triple Insulated
Wire

950 tested wire

Same as 60

Tested per 60601-1 or else
consider as basic insulation

(3000V for B/I)
(8000V for D/1)

Insulation Sheet

Input Marking
of A, VA, or W

Same as 60950

Mark the upper and lower li
ge(s) is >+ 10 % of th

Accessibility of
Live part

Revision: D

Check by finger, pi

of the range(s), if the
of the given range




