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Medical electrical
equipment - Part 1-11:
General requirements
for basic safety and
essential performance -
Collateral Standard:
Requirements for
medical electrical
equipment and medical
electrical systems used
Lnﬂf/l}\r%rf:r%@ﬁthealthcare Applied voltage : 10 kV
4.2 .3.2 Environmental kveasur}n1gé/?<vaé;e )
shock to TRANSIT- A a|~.C-d - .-fm A
OPERABLE ME pplied current : 4
EQUIPMENT g/loeéj\imng current :
8.3.1 Ingress of water or . )
IEC 60601-1- : . Measuring frequency :

020

ME EQUIPMENT

8.3.2 Ingress of water or
particulate matter into
ME SYSTEMS

10.1.2 Requirements for
mechanical strength for
non-TRANSIT-
OPERABLE ME
EQUIPMENT

10.1.3 Requirements for
mechanical strength for
TRANSIT-OPERABLE ME
EQUIPMENT

12 Additional
requirements for
ELECTROMAGNETIC
EMISSION of ME
EQUIPMENT and ME
SYSTEMS

Measuring power : 120
W

Measuring distance : 1
500 mm

Applied temperature :
(-20 ~ 150) °C
Measuring
temperature : 200 °C
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Medical electrical
equipment - Part 1:
General requirements
for basic safety and
essential performance
[Exception]
8.5.5 DEFIBRILLATION-
PROOF APPLIED PARTS
8.8.4.2 Resist?nce to
environmental stress - . .
Reaurementsof - |Apledyolager |
lrnsbublgtémg material for Measuring voltage :
8.9.1.7 Material groups io kl\-/ g.c. / 1-0,[ k\zg/g
classification Mpp lea current . t
9.5.2 Cathode ray tubes |9 CUTent-
gh%rzg; Audible acoustic '}Aggsoum_? frequency :
- : z
\?i'grgtig?]nd transmitted B/'fﬁ\s,v””g power :
101 xcradiaon o |Measuring distance
: ; mm

Jaodémlﬁrowave Applied temperature :
10.4 Lasers . l(\;lze%shgir?m C
11.2 Fire prevention 9 o

: temperature : 200 °C
11.3 Constructional Measuring resistance :
requirements for fire 100 kO 9 ’

IEC 60601 - o ?qcéogusr’?esrilization Measuring capacitance R
,1A'|\2/|%025:§éz1(')201 2+ |el=71] 11.7 Biocompatibility of A4 N

Applied energy :
ME EQUIPMENT and ME 05J/5)

SYSTEMS . .
12.4.5.2 Diagnostic X~ [psPolied force - 5 000 N

ray equipment

1/100s
13.2.13.3 b) ME ( .
EQUIPMENT with ége,/"eg Iqumldlty ;
motors o R.MA.

14 PROGRAMMABLE | Jeasuring humidity
ELECTRICAL MEDICAL | o ing angle : 40°

15.4.2 Temperature and g/lggsoumg volume :

overload control devices : )
15.4.2.1 Applfication f) - IA\L/IOezle/slgglng pressure .
Requirement for Positive ' . .
temperature coefficient I1\/I5edaskur|ng weight :
devices (PTC’s) 9

15.4.3.4 Lithium Measuring torque :
batteries 1.96 N'm )
15.5.2 Dielectric Measuring atmospheric

strength pressure : 1 030 hPa

17 Electromagnetic
compatibility of ME
EQUIPMENT and ME
SYSTEM

A 10.4 Light emitting
diodes (LEDs)

Annex G(normative)
Protection against
HAZARDS of ignition of
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flammable anaesthetic
mixtures

Annex L(normative)
Insulated winding wires
for use without
interleaved insulation
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measures) _
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Environmental
27717 ol testing - Part 2-1:|d
- 717171, & Tests - Test A: Co )
'155065)7068 2 717|, &%, A7||5.2 Test Ab: Cold for I_eGrgpNerSE;t%re. AU N
: Az gl EX non head-dissipating
specimens with gradual
change of temperature
Environmental testing -
451915] o2 Parch-ZZ Tests - Test B:
- H71717|, e Dry heat )
IEC go068-2 717|, 281, #7]|5.2 Test Bb: Dry heat for Igg”?ﬁr%gig 22| N
‘ A=z U EE |non head-dissipating
specimens with gradual
change of temperature
Environmental testing
#7|7|7| oz |Part2-67: Tests — Test |Temperature:
IEC 60068-2- ;|7| 1+9'—f?<17| Cy: Damp heat, steady (85T ARYZ| N
67:2019 Az'or 5= |state, accelerated test  |Humidity:
=TS primarily intended for 85 % R.H.
components
. L - grees of protection -
?%5929991%33\/'959'\2/'8 7 7|,D%I,*9.H_-J,n’<.j7| provided by enclosures {/Ii;a)t(er: IP6X, A N
13 M= R TS |(P Code) IPX1 ~ IPX8
oo, oz | B 1
K3, CJEC 60068215151 241 3471{5.2 Alsl Ab: S=7f 2 |&: (65~ 5) © 2242 N
’ Mz L EF MO 2 Hot= HEEL A
O cifet Liehd Aled
A71717|, 9= §A)chl)t*}kBl6|:1L|1_0§|/\%_)2K|lj=':4: He
-)- | = s - ?:l _: = 6|:|
gszgagc 60068-2- 1515 28| 27|52 A3 Bb: 2= /f 2 |2&=: (30 ~ 175) © 2242 N
’ Mz L EF HO 2 Hot= HGEL A
O Cier LHEH Al
#7(717], ol |HEAR 267 7-AY el
KS C IEC 60068-2- ‘7—|7| nfte]] 27| gy.'__'li 22s I:H/gg% 2C:85TEE: 85 % A2 N
67:2019 Mo e flrg S, YN MEL, 7t [RH.
gFz|:
2] O - == o
KS C IEC Sl 55 % |2ee am 2esg 2 |IPTX ~ IPEX, A7) N
60529:2013 XHE'D-?—'T‘;—'%L =(P 2E5) S
IPX1 ~ IPX8
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Measurement of LEDs
4.3 Averaged LED
Intensity FEHO| - ~
7.2 Qu?rétitie%related to ﬁlt:]o g% - (350 ~ 850)
spectral distribution IOl - (A
CIE127:2007 |2 7.3 Colorimetric _ San o 0] sangr | N
guantities determined | GoE - (2 000 ~'7
from the spectral 00) K
distribution
7.4 Spectral
Measurement of LEDs

0

_]>-

o

The measurement of

luminous flux

3. Method of

measurement

5. calculation of the

luminous flux from the

illuminance distribution

5.1 Measurement

principle

5.2 Types of

goniophotometers(4.3 C

planes)

5.2h2 Eopi%photometer
. Lol with the light source

CIE 84:1989 = rotated about a spatially

fixed light centre

5.3 Measurement of

illuminance distribution

5.3.2 Angular step sizes

5.3.3 Speed of rotation

5.4 Angle encoding

5.6 Data acquisition and

calculation of luminous

flux

5.11 Calibrating and

testing

8. General

measurement conditions

0
oE
40
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