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! Detail X
(Example)

Part 3 Part 2 Part 1

T R > ...

Linear dimensions in millimetres

Tolerances on dimensions without specific tolerances:
— 147 and 37° angles: + 157
— on radii- + 0,1 mm

— on linear dimensions:

0
< 15 mm mm
01
=15 mm < 25 mm: + 0,1 mm
=25 mm + 0,3 mm

Material of finger: heat-treated steel, for example.
Both joints of this finger can be bent through an angle of 90 +1ﬂf‘: but in one and the same direction only.

NOTE 1 Using the pin and groove solution is only one of the possible approaches in order to limit the bending
angle to 90°. For this reason, dimensions and tolerances of these details are not given in the drawing. The actual
design must insure a 90° bending angle with a 0° to + 10° tolerance.

NOTE 2 Dimensions in parentheses are for information only.

NOTE 3 The test finger is taken from IEC 60950-1, Figure 2A. That test finger is based on IEC 6103215), Figure 2,

test probe B. In some cases, the tolerances are different.

Figure 6 — Standard test finger
(see 5.9.2.1)
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Dimensions in millimetres

180
Y
Iy

IEC 2330/05

Material: steel

Figure 7 — Test hook
(see 5.9.2.2)
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Table 8 — Multiplication factors for AIR CLEARANCES
for altitudes up to 5000 m

Multiplication Multiplication

RATED operating Mormal barometric factor factor
altitude (a) pressure for for

m kPa MOOP MOPP

a = 2000 50,0 1,00 1,00
2000=a =3000 70,0 1,14 1,00
3000=<a =4000 62,0 1,29 1,14
4000<=<a =5000 54,0 1,48 1,29

MOTE 1 The multiplication factors for MEANS OF OPERATOR PROTECTION relate fo
IEC 60950-1, which specifies aAlR CLEARNACES for altitudes up to 2 000 m.

NOTE 2 The multiplication factors for MEANS OF PATIENT PROTECTION relate to the second
edition of IEC 60601-1, which specified spacing AIR CLEARANCES for altitudes up to 3 000 m.

MOTE 3 The multiplication factors for mooprs (column 3) are derived from IEC 60664-
1:1852 as amended.
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Table 9 — Material group classification

Material group Comparative tracking index [CTI)

I 600 < CTI

1 400 < CTI < 600

Illa 175 = CTl < 400
11 100 < CTI < 175
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E R T AL o DL B 7 il e 20 TTT W A R i AR DR 2
.

Table 10 — MAINS TRANSIENT VOLTAGE

MAINS TRANSIENT VOLTAGE

NOMINAL a.c. SUPPLY MAINS voltage V peak
upligez;fnﬂtl_l;:éllzgling Overvoltage Category
V r.m.s. | 1l i v

50 330 500 800 1500

100 500 800 1 500 2 500

160° 800 1500 2 500 4000

300° 1500 2 500 4 000 6 000

B00° 2 500 4 000 6 000 & 000

MOTE 1 In Morway, due to the IT power distribution system used, the a.c SUPPLY MAINS
voltage is considered to be equal to the line-to-line voltage, and will remain 230 V in case
of a single earth fault.

MOTE 2 In Japan, the value of the MalNS TRANSIENT VOLTAGES for the NOMIMAL a.c.
SUPPLY MAIMNS voltage of 100V is determined from columns applicable to the NOMINAL
a.c. SUPPLY MaINS voltage of 150 V.

* Including 120/208 or 120/240 V.
* Including 230/400 or 277/480 V.
® Including 400/690 V.
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Table 11 = Minimum CREEPAGE DISTANCES and AIR CLEARANCES between parts of opposite
polarity of the MAINS PART

WORKING WORKING
VOLTAGE VOLTAGE
Vd.c. Vr.m.s.
up to and up to and CREEPAGE DISTANCE AIR CLEARANCE
including including mm mm
17 12 0.8 0,4
43 30 1 0.5
85 60 1.3 07
177 125 2 1
354 250 3 1,6
566 400 4 2,4
a7 500 5.5 3
934 660 7 4
1 061 750 8 4,5
1414 1000 11 5
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Table 12 —= Minimum CREEPAGE DISTANCES and AIR CLEARANCES providing

MEANS OF PATIENT PROTECTION

Spacing providing

Spacing providing

WORKING WoRKING one MEANS OF PATIENT PROTECTION two MEANS OF PATIENT PROTECTION
VOLTAGE VOLTAGE
Vd.c. Vr.m.s. CREEPAGE CREEPAGE
up to and up to and DISTANCE AIR CLEARANCE DISTANCE AIR CLEARANCE
including including mm mm mm mm
17 12 1.7 0.8 3.4 1.6
43 30 2 1 4 2
85 60 2.3 1.2 4.6 24
177 125 3 1.6 6 3,2
354 250 4 25 8 5
566 400 B 3,5 12 7
707 500 8 45 16 9
934 660 10,5 B 21 12
10861 750 12 6,5 24 13
1414 1000 16 9 32 18
1768 1250 20 1.4 40 22,8
2263 1600 25 14,3 50 28,6
2528 2000 32 18,3 64 36,6
3535 2500 40 229 80 45,8
4 525 3200 50 28,6 100 57,2
b 656 4 000 63 36,0 126 72,0
7070 5000 80 457 160 91,4
8909 6 300 100 BT 1 200 114,2
11 312 & 000 125 71,4 250 142,8
14 140 10 000 160 91,4 320 182,8
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Table 13 — Minimum AIR CLEARANCES providing MEANS OF OPERATOR PROTECTION from the

MAINS PART
AIR CLEARAMNCE in mm
150 V < 300V <
NOMINAL MAINS VOLTAGE NOMINAL MAINS VOLTAGE | NOMINAL MAINS VOLTAGE
=150V <300V < 600V
WORKING VOLTAGE (MAINS TRANSIENT (MAINS TRANSIENT (MAINS TRANSIENT
up to and including VOLTAGE 1 500 V) VOLTAGE 2 500 V) VOLTAGE 4 000V}
Voltage
Voltage r.m.s Pollution Pollution Pollution Pollution
peak or d.c. | (sinuscidal) | degrees 1 and 2 degree 3 degrees 1, 2 and 3 degrees 1, 2 and 3
One Two One Two One Two One Two
v v MOOP MOOP MOoP MOOP MOOP MOOP MOOP MOOP
210 150 1,0 2,0 1,3 2,6 2,0 4,0 3,2 6,4
420 300 1 MOOP 2,0 2 MOOF 4,0 3,2 6.4
340 GO0 1 MOOF 3,2 2 MOCP 6,4
1 400 1000 1 MOOF 4,2 2 MOOP 6,4
2 800 2 000 1 or 2 MOOP 8,4
7 000 5000 1 or 2 MOOF 17,5
9 800 7 000 1 or 2 MOOP 25
14 000 10 000 1 or 2 MOOP 37
28 000 20 000 1 or 2 MOOF 80

if necessary.

AIR CLEARANCES for WORKING WOLTAGES above 20 kW r-m.s. or 26 kV d.c. can be prescribed by particular standards

NOTE

AIR CLEARNACES are a function of peak voltage in the circuit. The r.m.s. veltage column is provided for the
special case where the voltage has a sinusoidal waveform.

Table 14 — Additional AIR CLEARANCES for insulation in MAINS PARTS with PEAK WORKING
VOLTAGES exceeding the peak value of the NOMINAL MAINS VOLTAGE ®

(see 8.9.1.10)
150 V rm.s. or 210 V dc <
NOMINAL MAINS VOLTAGE NOMINAL MAINS VOLTAGE Additional AIR CLEARANCE
=150 Vr.m.s. or 210 V d.c. <300V r.m.s. or 420 V d.c. mm
Pollution degrees Pollution degree Pollution degrees
1and 2 3 1, 2 and 3
PEAK WORKING VOLTAGE | PEAK WORKING VOLTAGE PEAK WORKING VOLTAGE One Two
Y \ W MOOP MOOP

210 210 420 0 0
298 294 493 0.1 0,2
366 379 567 0.2 0.4
474 463 640 0,3 0,6
562 547 713 0.4 0,8
650 632 787 0.5 1,0
738 715 860 0.6 1,2
826 800 933 0.7 1.4
914 1006 0.8 1.6
1002 1080 0.9 1.8
1090 1153 1.0 2,0
1226 1.1 2.2

1300 1,2 2.4

# When using this table, select the appropriate column for the RATED MaiNs vOLTAGE and pollution degree and
choose the row in that column which covers the actual PEAK WORKING VOLTAGE. Read the additional alr
CLEARAMCE required from the relevant right hand column (for one or two MEANS OF OPERATOR PROTECTION and add
this to the minimum &IR CLEARANCE from Table 13 to give the total minimum AIR CLEARANCE.
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Table 15 = Minimum AIR CLEARANCES for MEANS OF OPERATOR PROTECTION in SECONDARY

CIRCUITS
(see 8.9.1.12)
AIR CLEARAMCES in mm
Transient
value for
. Transient value for SECONDARY
W T;gé‘:;i:;:acllgzuﬁ':r SECONDARY CIRCUIT CIRCUIT Circuit not
OT:;N:ZV;;;AGE <800V <1500V <2500V subje(lzt to
including (150 V < (300 V < transient
(NOM'NA‘E :“QJJN;UOLTAGE HOMINAL MAINS VOLTAGE HOMINAL overvoltages
- ) <300V) MAINS
VOLTAGE
<600 V)
Voltage | Voltage Pollution Pollution Pollution Pollution
V peak V r.m.s. degrees Pollution degrees Pollution degrees degrees
or (sinu- 1and 2 degree 3 1and 2 degree 3 1,2and 3 1 and 2 only
Vd.c. soidal)
One Two One Two One Two One Two One Twio Cne Two
MOGF | MOOF | MOOP | MOOF | MOGP | MOOP | moor | moor | MooF | MOOP | MOCP | mooce
71 50 0,7 1.4 1.3 26 1,0 2.0 1.3 26 2,0 4.0 0,4 0,8
140 100 0,7 1.4 1.2 2,6 1,0 2,0 1,3 2,6 2,0 4.0 0,7 1.4
210 150 0,9 1.8 1.3 2,6 1,0 2.0 1.3 2,6 20 4.0 0,7 1.4
280 200 One MOOP 1.,4; two MOOP 2.8 2,0 4.0 1.1 2.2
420 300 One MOOP 1,9; two MOOP 3.8 2.0 4.0 1,4 2.8
T00 500 One MOOP 2.5; two MOOP 5,0
840 600 One MOOP 3,2; two MOOP 5,0
1400 1000 One MOOP 4,2; two MOOP 5,0
2 800 2000 One or two MOOP 8,4, but see 8§.9.1.13
T 000 £ 000 One or two MOOP 17,5, but see 8.9.1.13
9 800 7000 One or two MOOP 25, but see §.9.1.13
14 000 10 000 One or two MOOP 37, but see 6.9.1.13
28 000 20 000 One or two MOOP 80, but see §.9.1.13
42 000 30 000 One or two MOOP 130, but see 89.1.13

NOTE

AIR CLEARMACES are a function of peak valtage in the circuit. The r.m.s veltage column is provided for the
special case where the voltage has a sinusocidal waveform.
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Table 16 — Minimum CREEPAGE DISTANCES providing MEANS OF OPERATOR PROTECTION *

CREEPAGE DISTAMCE in mm

Spacing for one MEANS OF OPERATOR PROTECTION
Pollution
degree 1 Pollution degree 2 Pollution degree 3
WORKING VOLTAGE Material group Material group Material group
v
r.m.s or d.c. I, 1L, Ma, N | Il llla or b I 11 Illa or b
50 0.6 0,9 1,2 1,5 1.7 1,9
100 0.7 1,0 1,4 1.8 2,0 2,2
125 0.8 1.1 1.5 1,9 2,1 2.4
150 0.8 1,1 1,6 2,0 2,2 25
200 Use the 1.0 1,4 2.0 25 2.8 3,2
AIR CLEARANCE
250 from the 1.3 1,8 2,5 3,2 3.6 4.0
appropriate
300 table 1.6 22 3,2 4,0 4,5 5,0
400 2.0 2,8 4,0 5,0 5.6 6,3
600 3.2 4,5 6,3 8,0 9.6 10,0
800 4.0 5,6 8,0 10,0 11,0 12,5
1000 5.0 7,1 10,0 12,5 14,0 16,0
NOTE  Minimum CREEPAGE DISTANCES for two MEANS OF OPERATOR PROTECTIOM are obtained by doubling the
values in this table.
¥ CREEPAGE DISTANCES within this table apply to all situations.
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Table 22 — Allowable maximum temperatures of parts

Parts Maximum Temperature
“C

Insulation, including winding insulation ™

- of Class A Material 108
- of Class E Material 120
- of Class B Material 130
- of Class F Material 155
- of Class H Material 180
Parts with T marking T"
Other compeonents and materials :

Parts in contact with flammable liquid with flash-point of T =C T-25
Wood 90

? The classification of insulating materials is in accordance with IEC 60085. Any incompatibility of the materials of
an insulating system that could reduce the maximum temperature limit of the system below the limits of the
individual materials shall be considered.

® T marking refers to the marked maximum operating temperature.

“ For each material and component, account shall be taken of the temperature ratings for each material or
component to determine the appropriate maximum temperature. Each component shall be used in accordance
with its temperature rating. VWWhere doubt exists, the ball pressure test of 8.8.4.1 should be performed.
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Table 23 — Allowable maximum temperatures for ME EQUIPMENT parts
that are likely to be touched

Maximum temperature *
°C
ME EQUIPMENT and its parts Moulded
material,
Metal Glass, porcelain, plastic, rubber,
and liquids vitreous material wood
t<1s T4 B0 B
External surfaces of 1s<t<10s 56 86 71
ME EQUIPMENT that are
likely to be touched for
a time “t" 10s=t<1min 51 56 B0
1min <t 48 48 48
* These temperature limit values are applicable for touching the healthy skin of adults. They are not applicable
when large areas of the skin (10 % of total body surface or more) can be in contact with a hot surface. This also
applies in the case of skin contact with over 10 % of the head surface. Where this is the case, appropriate limits
shall be determined and documented in the RISK MANAGEMENT FILE.

Table 24 — Allowable maximum temperatures for skin contact
with ME EQUIPMENT APPLIED PARTS

Maximum temperature * b

“C
APPLIED PARTS of ME EQUIPMENT Moulded
material,
Metal Glass, porcelain, plastic, rubber,
and liquids vitreous material wood
f=1min 51 56 60

* | APPLIED PART having
.| contact with the 1 min £f <10 min 48 48 48
i| PATIENT for a time “t”

10 min =t 43 43 43

‘| * These temperature limit values are applicable for the healthy skin of adults. They are not applicable when large
areas of the skin (10 % of total body surface or more) can be in contact with a hot surface. They are not
applicable in the case of skin contact with over 10 % of the head surface. Where this is the case, appropriate
limits shall be determined and documented in the RISK MANAGEMENT FILE.

" Where it is necessary for APPLIED PARTS to exceed the temperature limits of Table 24 in order to provide clinical

benefit, the RISK MANAGEMENT FILE shall contain documentation showing that the resulting benefit exceeds any
associated increase in RISK.
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Figure 34 — Spark ignition test apparatus
(see 11.2.2.1)
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Figure 35 — Maximum allowable current / as a function of the maximum allowable
voltage U measured in a purely resistive circuit in an OXYGEN RICH ENVIRONMENT
(see 11.2.2.1)
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Figure 36 — Maximum allowable voltage Uas a function of the capacitance C
measured in a capacitive circuit used in an OXYGEN RICH ENVIRONMENT
(see 11.2.2.1)
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Figure 37 — Maximum allowable current I as a function of the inductance L
measured in an inductive circuit in an OXYGEN RICH ENVIRONMENT
(see 11.2.2.1)
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Table 25 — Acceptable perforation of the bottom of an ENCLOSURE

Minimum spacing of holes
Minimum thickness Maximum diameter of holes centre to centre
mm mm mm
0,66 1,14 1,70 (233 holes/645 mm?)
0,66 1,19 2,36
0,76 1.15 1,70
0,76 1,19 2,36
0,81 1,91 3,18 (72 holes/B45 mm?)
0,89 1,90 3,18
0,21 1.60 297
0,91 1,98 3,18
1,00 1,60 2,77
1,00 2,00 3,00
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IEC 2421/05

¥ = twice X but never less than 25 mm

@ Eaffle plates (may be below the bottom of the ENCLOSURE)

@ Bottom of the ENCLOSURE

Figure 38 — Baffle
(see 11.3)

IEC 2422/05

‘Key

EEA Part or component of the ME EQUIPMENT that is considered to be a source of fire. This consists of an entire
component or part of the ME EQUIPMENT if it is not otherwise shielded, or the unshielded portion of a
component that is partially shielded by its casing.

Projection of the outline of A on the horizontal plane.

Inclined line that traces out the minimum area of the bottom and sides to be constructed as specified in
11.3 b) 1) and 11.3 b) 2). This line projects at a 5° angle from the vertical at every point around the
perimeter of A and is criented so as to trace out the maximum area.

O Minimum area of the bottom to be constructed as specified in 11.3 b) 1).

Figure 39 — Area of the bottom of an ENCLOSURE as specified in 11.3 b) 1)
(see 11.3)
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NOTE  The dimensions in the figure show minimum extent of the PATIENT ENVIRONMENT In a free surrounding.

Figure A.9 - Example of PATIENT ENVIRONMENT
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Table A.1 — Values of AIR CLEARANCE and CREEPAGE DISTANCE derived from Table 7 of

IEC 61010-1:2001 and Table 12

Spacing providing
one MEANS OF PATIENT PROTECTION Spacing providing

WORKING WORKING two MEANS OF PATIENT PROTECTION
VOLTAGE VOLTAGE

Vd.c. Vrm.s CREEPAGE CREEPAGE
up to and up to and AIR CLEARANCE DISTANCE AIR CLEARANCE DISTANCE
including including mm mm mm mm

1500 1250 11,5 20 23,0 40

1920 1600 14,5 25 29,0 50

2 400 2 000 18,5 32 37,0 64

3000 2 500 23,0 40 46,0 80

3840 3200 29,0 50 58,0 100

4 800 4 000 36,0 63 72,0 125

6 000 5 000 46,0 80 92,0 160

T 560 6 300 57,0 100 1140 200

9 600 5 000 71,5 125 1430 250

12 000 10 000 91,5 160 183.0 320

*a. 2 AE TAEH L KT 1000V CHEE S, #¥s TEC60664-1 , K 4

#8.9.1 - %l

2 FH N Rl B2 3 T PRSI BRI, (ES R 2, BRI AIACI rom. s. {8
AT LIE T o AT B A A . & TR E AR, T
IEC60950-1 [ft, 143 THLH IEC60664-1 K413 A 5]

— TONHE AN B SRR, KA r s, 7

— TTRIBR R RN S RERS A ikt LR

kb s g e () AR LR

SR, U S AR T 60601-1 0 A R R, TTC HL R B AT ] RS
r.m. s, B LT G,

Table A.2 — CREEPAGE DISTANCES to avoid failure due to tracking from IEC 60664-1

Spacing for one MEANS OF OPERATOR PROTECTION
Pollution
degree 1 Pollution degree 2 Pollution degree 3
WORKING VOLTAGE Material group Material group Material group
v
r.m.s or d.c. I, 11, Ma, b | 1l Illa or Illb I 1l llla or Illb

1250 6.3 9,0 12,5 16,0 18,0 20,0
1 600 8.0 11,0 16,0 20,0 220 250
2 000 10,0 14,0 20,0 250 28,0 32,0
2500 Use the 12,5 18.0 25,0 32,0 36,0 40,0
3200 AIR CLEARANCE 16,0 220 32,0 40,0 450 50,0

from the
4 000 appropriate 20,0 28,0 40,0 50,0 56,0 63,0
5 000 table 250 | 360 50,0 63,0 71.0 80,0
6 300 32,0 450 63,0 80,0 90,0 100,0
& 000 40,0 56,0 80,0 100,0 110,0 125,0
10 000 50,0 71.0 100,0 1250 1400 160.,0

% 8.9.1.6 —4{H

211




X € HL BRI AN 2 0 AR BB AT 3, & OVF, BR T LAERER 2 BLETAR
r.m s. BCE U 2, 8 TARLA_L L, X P 7k s TEC60950-1 Al IEC61010-1 —
.

8.9, 1. 15— EF XS By B B Ry FH 5 40 1 TC e B2 B 0 A< ) i
M IEC60664-1 , 3% 2 ] LIfS%0, 4 =K, EHF 500 TMREFHET 10 =
FO PR ok i s, 48 G 3 Pl R B e A 5 S 1) L I

%8.9.2 -

%8.9.2 )

H e T By v & 10 H 1, RIS 22 1) 4l FH sl e lilcaas ] e i e 7. JF ik —
AR Fa R T PR B N2 I . 8.9.2 ), RIL TS WA NI AEAE —
AL REEE o FEIXANILIREBEE 2 AT, 2 ][R TR) PR DA Z0UARF A I EE A s B P i i ) 3
N

9458.9.3 - AT I 2 W]

TE R ER BRI, SRR AL G AR FE 0 T 2 IR EEAT Y, BIAELL 280516 -
— AP R AR SR AL, T B B S, X AR

—B A S AR AR E T TR R R IR A G R IR T oo R b, AR <A
REREA .

FEIX bt b, 1B 43 & 45 FirTARIER I o XX LE S 7 IiEis
TR 57.9.40) , W IRG,  TWIRGHSKIMIE” B TR ERARYIME
AR VE AN e G055 = RN, AT N5 TEC60950-1 IR ER, —
Lo BEEOR AL SE A Ak T 60950-1 RIMFEER!, W, JR4igtss. DAl
IEC60950-1 M8 T G 4kt IXLLEREAIA 8.9 MAE8.8 , I ENIH K
T SCVFHRA Gl HL B A 2 AL AR SR AR RS DL, T AN 38 T [ A S R b ) 22
Ko

5 8.9.4 I LR 2R A TR) B
ER] BEM I R A% bk AE 3R, T HAXCE 1 22K 58, BN Ta) B R S & 38E S0 K 4R,
DL R IK A v RETTRR

23K 8.10. 1 - JuaEE 2

FERZEUGOUT, Teae P W 2 WL my S e Can AR E1 R e i 1/
RUTGEREE) , AE ARG BE SO PoAS T5 B BE A TR IR 1, (B G S IR 5 S
PERE MG R, 0 2042 B e TSRS AH D o a1 10 ] e AT VR AG

28k 8.10.2 - LM

— R o Pt 4% A ) W B S A A R

Al A, T AN R i 5 1 L BV B T S B R Ak
AN TSR IFY, 9 T AR 3 W T BRR A AR 5 U

A P W AT T DAY AL SR )

— R N L LR [

212



IEC60601-1: 2005 (%5 =h)

—  HER RIS e L
- RSN, WA, Zok, LORMINEETE .
— IR Uk B A AU AS E 1

Zeak 8.10. 4 — A7 FL I 1) T 15 UM BN S 7 1) 2

T4 AT A i) 1Y) 552 o B A UG 25 0 3T M O BRIV A Bl 55 1) 2% AF
N WITSRIAN e SE A, R HRAR T8, 4. 2 o) MLE FRAE I AT 2 B AE b,
[E e

2K 8.10.5 - SEIHIMB P
7E RS & BRSO A AN T B S 2R AU B P b A TR B 25 RE, E G A XU 5 B S
P A DAE B, mt L 202 BRI e SRS R AT VA

FK 8.10.7 - WISz

IS4 46 T3 24 0 5 L A U AP B I S AT o X AN R 2031 P A B R o
MIFPL, Zeit, P BERCR B LT, N B AN R RE IR 22 57t i JE e >4 10
YL IEA T IR, AETERHEE P HL BT ) 11 H ) BSURTTE H B 2 A B A2 8. 9 11

R

k8. 11, 1 S5t W 1) 437

ik 8.11.1 a)

TN G, BNk TR, 75 ZERh 2 By v B I AE, nhess2
BME . LT BRI R A T W A S A R R .

FLSERER 25 T 2 T LU A 48 I AR D REJT DR BRAE B8 S 0 T DI fe e o o (H
FLSERES 2 T R AN s B S BLIX BE DI e, Bt o B B A 58 S LT SR AT R IR 14

R,

ek 8.11.1 ¢)

FE S RRBRAE R, ST 5 15 I FR 5 R 25 10 B /N B A 2 TRD R 255Kk . I8 TECEE
32853, 1E19904FIEC 61058-1HUAX T IEC328. fEMIEC 61058-1H, ZikY
W EE Y e A WP IS, f /N AT A 2 18] g 3mm, 5 A IR R8T, fESE =
FIITEC 6105811 AN\IEC 60664-15] Nid 25 XF 5230 VT4 L5 Ay i 2k
AIIT, TEC 61058-1f122 M S/ fe /MM = B A 1. 5mmo (HZLEASRED, X
BRI SR TS (B 48, 9. 1. 1D o a3 A 1T
[1230V HL ) T 5 FH 155 0 st /25 1) O e /N 228 1) 49 3mm 3X— 2SR AN 5 56
“RRAIIEC 60601-1FZRAFF, 5~ IEC 60065 F1 IEC 60950-1—%K,

ik 8.11.1 h)

RIS, VPSRBT % W B R R 2 B e, i nT e fil A gt
S P T 2 ST i B s, SR BT A e, R e e A A 4
FRL A o IXRE ORGP  ER n] Be AE BT e a5 b g DR AR U M SO o IR LA FH 3%
FEOR 25 B B 1A 2 1 8 5 IR AS R AR T T 4

ik 8.11.1 1)

213



XFFANGE L W FRLY K W (R B8 ann o T S PO 7 L i ) L 58 D388 42 42 1 K
Y I FEANSERIFT TN, IX LA AT W] BER fe o IX LB AFAE 25 1) L W% 73 T
ATE, ARG IEZEAE TREINAE AR I il BOX L, RO N, B brorn] Lo
A RUARUELEE TR 2242

5K 8.11.2 - ZAdifLIdi i
This requirement reduces the probability that other equipment is
connected that might lead to excessive LEAKAGE CURRENT.

X BRA] DA 5 HAR B S AR R T RENE, 80 3 0N r U b

ek 8.11.3.4 - LR
5 P Y5 2 B O () FEL R 26 1T e 2 52 31 5 AN BT R I F YR A R AR Y 7, G R
DNELFERG 1 YRR R B, T RE S EUE .

k8. 11.3.5 - HLZMEE
Ui B YR R T A 2 I AR I it B 1B A BT, DU FH T BRI B B i 4 ik A ]
REMEBIR, X —2Ris%, Ry SR S .

4k 8.11.3.6 - RHBLLPIE
T BT 2 A it 9 b R ek S i, DU A YR e AR T BER R, 51 R KK, X T
— R, RPN SRR S T T

Z I 5 TEC 60950-1:2001H3. 29/ EE sk A [H] . 758 —hIEC 60601-1H141X
FERHIA: Apeld RFRmpiirE, witELIEC 60335-1 (f&1E6. 1988)
H25. 105 RIS . 7020 —hbniirt, ORBE T T IEREm s L 2Kk, (R 7T 2
FIRIWTEC 60335-1%K . T EATATETE T AT IR EER AT 17/, an FAH & 2L
K, D)FE B A AR B SR AT I . AN DR 2 Ja T, AR 30 =
Q& R S JASY I U N 8

Foak 8. 11, 4.1 — W HL e e 1~ R HI 2K

94 F 5 ke i 0 S R UE AL WS AR R RERR BT, R n] RE PR AR $2 T Ah T 1 ml e
Vo PAEIRBERDLAUANRET . IREE, RE. SR, B2 ih AR A N vk
FRIREARAMA o8 AT IR T, WA ARG EOR (B &IHTE AR,
] LUHIRAE g S8 3 2 I B i1 o R 38 TUA AT R e i 0 (L BCAIS b AL 12
RN EOR, IXWARIEWT A e, EMCUERAS, Writas, Boimes, Zedd, Wl
e, SRS . IXLEAE IS RE M AR 0 20 R LR T

&k 8. 11.4.2 — W HLYR#R L 125 B 1A &

%k 8.11.4.2 a)

— WA B REREIC T 5 AN T 4 B R R R AT B, IXFERES K
KA A R I ] RE

Sk 8. 11. 4.4 - 55 W E YR i 1 1%L
I FLIATLIINES” —iA, BB LRI REFAT M il etk

214



IEC60601-1: 2005 (%5 =h)

By BECLrR AL 35, (HAELEE S 4 A o R e 1 1 (10 B B i Sk IR 405K
R AT S LR REAT T HES, RS B2 (ARG w2 i Ao )
A AL R o

ik 8. 11,5  — [ HL YRGS T s R Vit T TS i
PE BT W P A FH 7 W il TR IS 5 T gk D> T e i e A 28 AR R A AR
P E ER RS . SEAR B T S Wi, o nl ae & A v dE R 45 o

FEORIP IR P AT EIE WA 2 ANVE 2, FER AE R BRI P e Rps b 2 Bl
ABIRTAE, T =AM, WRAPLREHaR s, AR RIER:, W]
AESs 3 B 2 b M4 GOl 32 AT U Y. 7 o (LA R I 0B T80k B nT LA TR IS By
PIATIER:, Wahe, M2 al A2

FEARRAS R E RIS R, A7 28 [ SRR 2 RN DA o0 AT S P 1 T ik A X
Y BN sRAE Sk, W ISR AT LA G o 30T IS S5 2% [1] 22 2 Yo I i 5 HL R
TRk L 1) /N P P L A 3 1

9. By &M RANYUHSSC RSP

SR ISR T tHBEST A BURRFIE S RO AE e i sh it . LR 2T
BERINIAIAE . ARE . HE SRk SRBDRIGE 5 B i T A SRR I 1
AR T BT . ) A T i BT B CHUBRIRED) HUAA T
S 1 22 L A BB 15, 34K

By e T RE T B AR T AR A AN 22 4, W BLAE i T HUAR. g B XU
i by &30 L kiR OB WO BB AR i <A« s
Fe g JER Sl B B A (A B LB A 5 1 R 40 A B A A
PUBRPERL . AR R B i ] LU R L 5 2l o -

— HRAENE, SR A SRS B E e e (Bl fRER 22, Tk
TIRETRIED

— PRALORY it B 1L B AT T REAY BOE RIK) AT BV AR Cl AR

BER L G DRI .

R AT R 39 0 B {1t 22 SRR R ORI s N SCHE MR s W) 1A B 5 DS (1 5 57
FRLEH F T RpulcE B 1 RIU A By B o ST AL 0 72 1] 30 n] LUK 324535 o BT TN
] LIRSS Ay, ANMUAEIS S B b S0 e A5 _E A R

9. 2 — BBk

B L R ANRIIAR N 53 5 249 Bl B UM T 1 DR o JXm] DU RV 22 05 2k
L, .

— AENIAVE RS Z [RS8 (1 P

— PRI RS I A

—  AENATIAE RS Ta) v B U T AR D U 1 B 45

—  BRRAGE RS R 1 S B R S

— XFTArRESEER AR, DRUEERAEE AT AL 08 1P hI A

215



— REEARIRG, IR T AR GO I ] DLIRAS e 52 18 KU
o

AT I H IR NATTXER I, AN S N B, Wiz AR

PRETNAELE 7 B I R RE 2 tHILBR I N B8 2 AN AN B3, AT T vl e 2

E N TPNE ¥R TEE (6| S | NS

F455k9. 2. 1 — Mk

KFIESRAF R AE LT IR LE Y R B 7 e 48 AT UBI bR HE 11 4% 2 il s 11, {1
e AR B B 7 £ S B el o B i N (P AN b BEVE AT T AR R A& 24
T IR 0 ) 22 e 1, At FR AN o] BE XS AT 7 A HE AT T 4 IR 22 45 (1) o7 . P
Hok o AR N R AR 4 XU IR, B~ i b b U 545 BUR LU 2. (H
et Al B L ESRAE B AL SO b 2 55 R

T4EK9. 2. 2.4 — PPk BRI it

PRIPIE SR LE (1 A0 52 B85 47 1 BT 77 ) OR3P RE P (R T = 9 B 4% (1 4 Sy e vk

WG . W RIS sz v, HEL RN EOR. BB

TR S AR A A A AR S ST DA K 45 IS I A IRl 4 N

TR R AT RENE (BN FE MG & R Ty, W58 AL sh s B 5 3 sl 4 LA

P B BY 1 1) 5 2O DD

T4 DR] 3% T M L 8 P R P 2 ol B2 B 8 8 T A BE AT S, T REIE A

Tzl FE, R Ry B 4 e AT 2B It i EL AT BE AN S [ a2 A I T

.

T B2 R Y b e B R PR AL AT

— BB TR

— YRS R ) PRI

- HA R

- et

— EEFERINREE (e B D DU TP T (D B inEis it
HE b

A 2% R IR ) AR e ) P G A U R S, 9 s G

RP R e N H TR G s B sl 5, IF HLFR et S st il o

T4K9. 2. 2.5 —FREOE

e R BRI A A S 2 5 N EE I R G077 LA B aBaE  Canib (R £ |
XU o WS AE BN At e B e R W R AT R 7

A TR E W A, BAEE 5 U0 A A P B 2 B, 7R i il
N, U EN 2B ], RIS R EEREE S E A BE AT IARAE o IR
ISR

— TiZlenableIHEM JSBEHT O;

— FiZenableIHEMIFREUIT %

- R

Ak, ANEAMERIR T S SIS . AERXRMEOL N, BT LR A BETE
Bk

216



IEC60601-1: 2005 (%5 =h)

—  PATAEATHRAE 2 F0 P HI8S nenable T fE

— PRSI BEBCUIAEMIBE AL, SR T LA G e 1T B TG R R A AL o 5
i (8

W RARA A REV AL T A 1G B A0S B AR A, TR A B e vl ] s B A A 2 a1

ORRE G FC U5 ) B FIF DX sk AN A T BT B A P R 4T

©

2.2. 1.
S TANTEDELL R R FH RS, W RAAE X = PG, (EJE 4%
2.2. 1;

>

b FALE T A R G0t T

©

ARG BRI R G X T TFEhBAE RS, W9. 2. 2. 1ch HABZE I

FLER9.2.2.6 —FEBNIHIE
TR Py R ok 1, TR B E S AN B A e fE .

TA9. 2.3 — HiEEIBAE AL S I ARG R
TR, 2. 2. LR BEBF X S i I fa . deshex 51 R HARG R, b
75

T, 2.4 —BRHIENAE

S e BB e I L PRy B S s Sk B L RN A o BT B
R BLZEAN AR SIS B By et n] DL K S F R IR D)
W e I PTAT S o 8 St F R AN T B A AR, BRAFE R it
HIshTfE. REHRE R AR S RIIREm—#70

T4aK9. 2.5 —RIBUR A
N T W BRI ) B R I N B TG B i L i DI W vl e 5 DS e sl 1) LR L s
DL B AT R n] BEPESE IR AR SRR (1 N 7

T4EK9.3 — L AL R IER

EEERTGAT R M AR IR T B AT 2 1AL B A 7 B N T e, A7 2%
AT P A EIRAUE . W AT ISE, UL1439 [43] Rl i) B R i s o] LAE Ky Fi
T

AT 2 GE T IEH AT I e 2 1) i 28 E R ORI YEIE N B3 AR T 4
SUR ARSI R G (WS RS .

i

FHHI. 4 — AFEMEK

BT, P2 R & AEisfind 72 (i —> 5 [ 4z 21 75 4k
— AN TED s B ER A A FEI IS L o ASkRvEE rp 1 2R B B A RR IS AL rT g
SIB BN O0, DR RS R R I 12 DA% 597 ¥ 2K i 8 FH T 110 7 O DA B I
5 02 5 A 22 4 i O BEVE BE = A TR AR i .

R LA R, DR AR R 2 5 DR AR 9 N Al N 7= A

217



& ), R R AR ASRE I FEA 2 BOR (MRS
Bor F Hs o el € F P 2 s AR B R S L 3 BT AR AN e AR, B S R R
REMIBRAR, AFRE MEA N AN N FE 2 51 R A T 32 A 1

TR, 4.2 — AR M — 1LV
h T IEEFR, A SHIEA. 161 T A e MR R Y S P 4 .

R A3 —AFENEINA AT

I 1A

Wiz st 10 P 5 P10

A iiia st | e AR EEGEY | ANEH (10 4G

Citfitikiz® s | DAE M2 IRES I | A 2FERR T 0 IRES R BT L
it AR R
WIRAERR T 2 IRas T
(1 B A o7 S e e

:i'."_ _"'Fl
ANy MORWAL USE Made Transport only mode

{nciuding bransport) Fazs 10"
Fass 10°, -:-'u.g\an and pass 5

ERIEF AR (s
10° 38 1 B s 7 45 I 160 al it
IR A

10° 3@ i

[EC 2438/05

KIA. 16 — ANFae PR A

L g miiel B ]

218




IEC60601-1: 2005 (%5 =hR)

F43K9. 4. 2.4 — WEFT
AR A P EANN T B3R S B B AN n] R 32 ARG , 38 BEARIE SR E IO 72
VBTSSR Eh Ny T &4, WARE A RIS 3] 58— AN R .

T4#K9. 5 — s Eky

FEFF AT R A B B B E A AT B e, AR T A IS s e s U 3
RIS ITHL g A BRI B b S T, BT RE T KSR
DALl H oK

B AT (R ORG RE AT 55 A A MR AT A o DRy 5t m] A4
IS SE s Beb el 7k (B, a6 4 it o 2 8 PRt R 7 H L)

F4Ek 9.6, 1 3 R
MRS S SRS . TIE SV S 5 B2 EN 1. 1S0 i iid T
AT 7 A% PR AE -

FERE 18], s 2 SEAR R BRAER ORI AT N 53 0 BT S 75 11 S B 5 i
W TRl ¥y A VERE S 9 g 18] AR e B RS 7 BT AP 2 o) R A LA I S8 TR
A IRal G Im A B DRI B ANIE » IYIAE T U 2 5 8
B IR IR EL. 1 3 (MRSl B e B ST AR SR A HE (V) P A% o
AKRUE I SRR I3 B 7 F O o N« SR A 22 R HA N 537 A 1R e 5 R IR )
] RN ) o RIS RS Py N2 BT AT 14 TR S e A T 00 e AT e sl I X (1 1
Do

T4 9.6.2 FHfE

TR LAE FE T AV AE T S 113 o AL o e 1) BRAELIE 5 4 90dBA, W] LA
5dBA [ 22 . SR BT TR, 24 /NN IASBEA I 8 /NIRRT 85dBA
(FIRE RS, 7R TR DA Bt 1, X AME AT LIS 3dBA [R38

REIAEE Br %A 48— 1) W e 75 1 bR v, BRATT DA ZIAR 8 S B i ok
FIWT. B EMEE G ARG MRT B85 ARG e 25 R RE AT ik

F4HK9.6.3 TEpLIRS)

PRBN PR L RE () (RO . ARk BT T ARE THTY
PR (4l IXURS 10 RO [ 25 2% B 2 B (A e 5 e A= Bk 5 4 (89/391/EEC
AT NS BAFE A ). BRI 1S0 5349-1 R IEME IR 8 S8 T
10% [N B (PB4 .

o 4= B Y sl g 7 BRAE ARG R e B X — 1%, BT LA, AbsdERA ERR(E . 2153
IR AN ILAD AN R B (P M AS 5 A 1), BT LB TE A T 48— ke . A8
H A5 45 S I 7E 5 4n IS0 5805 A1 IS0 8041 Ay 5.

M NKET 2 PP N Ta R (PR AL 24 /NI, SRR BT R R AN (R T 2R B

Mo A4 I ZETOR R S I EENS K 24 /NN A S VE R 2R R IN TR
N T ARV R R ER ST

219



IR —DNAET 5 m/s2 IIECRES 1 /NI CRER SEVRRO NI B E2 I R ) —2), 4%
ORI 144 m/s2 JHTERIRES 12 /NI CRER SCVR RN 28 SR I (8] (1)), 1X
1 24 /NI A2 (1) R B

IR NAET 4. 08 m/s2 JHIERZS 1 /NN CRER SRV R DN T 2 i 1N TR) (1) =90 22
=), FERRIAET 2.36 m/s2 JNIERAS 3 /NN CRER SRV R0 388 5% 5 1 1] ) =
D)y FERRIALET 1. 44 w/s2 INELIRES 8 /N CRER SRR 0 s 2 ok I 1)
=702 ), IXAE 24 /NI RIFEIE 4552 1) SR T 2 ko

WER—NAAET 5 m/s2 IHEOIRA 1NN (R SRVFI RS EE I T i —2), %
R ALT 4. 08 m/s2 JNEUIRAS 1 /N CRER SR VR I 2 g2 I TR i =0 2 —),
BRORXAET 2,04 m/s2 IR As 2 /AN CBER SV H a2 85 i [l (1) /N 40 2
—), IXTE 24 /NI [RIRE R T I BT R R

SRR, A3 IR AT 0 SRR 785 P R T s AR T2 e B2 ) A DR e/ e K e i P
) AT 20— AN RN N RIS A BER T

THK9. 7T KRB/ EREHM
AT A AR BRI B SRR T AL
A IR M/ S8 [ K A AT o

W RARGMBAFTEUERG WIERG . BARGEULS MR G KRG
HHTREAT s ) s

YNSRI

MBS simi i (fasE: 20, F40)

PO GG ) R B R YT LA I KRB B T AR P43, WARAAE,
kg dg T A R — AN T IR R R — EIR S R R K S
VELAEIE Sy BEE LR SUVF AR R I AN RE S BUK %k AZB TG (Ah3e) BRI
PRE ) 2 BN AZA — MM 2 R R 1BAE TMb AR AR 1, (HAH
24 R BOE I 3XE 4X, HISE 5X (SO, ASME, SAE BisE). T4
N 22 4 BB It A e 28 I FHRR RS AN ) 11 24028, 8 58 Sl K e vF DA e i e
AN A BB R GIE R, B AR (152 B R ok S WX 4 1)
fHo B b i K SOVF AR 3 (A8 W& E 1 A A 1 [ Br B AR 1), Bt DR
& /DETE 32 th REERBAALSE, (3X, EJIh IMPa I FEZE % 1X, 30MPa
B4 3X ),

X T[] BRI B FRAE (R ) XARBD Rl K ) FRAE ) I ) 254, W Bl T3k
TR R SOV AR R A 32 H B s et 2 i AR ik, (3%,
Js 772k IMPa ISFR%Z: 451X, 30MPa I} 24 3X ),

a) BBk (fa. e, 240D

AT SR U] T B 3 2248, B i i o> 20 2 S PSS R Ao 5 48 (10 90 e
ARG IO T EEW AL 9. 8 HH AN I IEH Z5 AR Ik ) 2 4 R B AR BRE IS (1 7k

220



IEC60601-1: 2005 (%5 =hR)

e FHUE— N 4%, BEBCER I IE—Eh 8X (52 B, AbTIE J v
HORBPE, HoMOh 2 5 SO UR T BRI 22 S0 H, T L7 B0 T 8 4 0 3 — i P )
9. 7 HF BB BN TN RGO A, 8RR T IR 9. 8 it
13K ) %4 R R SV TAEIE )y o

b) HRERBIRAATIMR (f&a3: B 2441 D

W R SE R IBUR EF —RCR DY+ TR M F R 2 TA T4k, WAL,

i K AR TP s 0 R G e B s s D AT R TR R A
Jel A B R R R SRV AR T

o) AREMBAIMER (ETE: FECKIFI 5K

W R SE R ) AR B R DU T LA M SR B T A 740k, WA,

iy RAF Y T PAT s 0 R GE A A B 1 F e i AR R TR R AL
Juft R W R IV TAR I T

T4K 9.7.5 K48
B EAES T/ TA5 T 50kPa B T 0 5 AR SRR/ 1451 200kPa X T I L
AN EEREA TR I

B 32 HH ISR 1K) 2 A AR AL N 30 s g 2 s IS (R v o AR, RVETR
Js R TE 5 T30 UE IS ) A s AN A AR I S SR ™ BB, ek i) BRI LAt
JiACRYGE . BUAE AT UM T30 UE BT R 5 B, X E T BOG iR Hi At
J7 AR

1B RSCR FROGS T [ 5K 2 2% SR R N B3 A A o v 1) 5 SR 8 4 17 M 1 s i e
PR s 2 A I 25 [R] IR A2 P RR I SEIN™ 7 1) o e B ORAIE AT A VR 55 A
PRAEAH RS

AT RUEDRE (122 4, 0T e EE AR H ORI . AETE S
PRIE BN T A RE b, AR 4, SR & b A Hs s Iy
I RHIAAARRE R PR iR AR IS AR TR, XA H AR

T4 9.8 HXERFEHRNEH

“SOpE AT <R TORES, SRR B R G
f.

SR S F LK

B RO A TR PR, JH TR B i AR #4451

FMEofHodRa R, R, Bk, . RARMIBEESE . Si4h, R EIRIEA Y
FESIAE R VG A BRI, BT AR K ) 2 4 R BUE SR B e

B RS E ) MUK BRI A AL, ASEAT . B, Bk, VRS R,
A7 ] B RS AN 5 | 5 o

SCHER G NR VR BEAL THf S SR SR RIPESR T, & T S BT 45 B

221



/A1 A7 R HAh 75 B IR b 7 LA R AT

5K RBOEAE G ISP S BN A 5 AE L MORL IS AR A 5 T A X T
B e a i .

FEGOEAE AR 21 B IE A B2 NG E B I, 5 ZEA A R oim 5 L N HI TS TE A (1)
{Ho J35b, YRR R R A GO A AT A2 8 IR AN IS TR A 1M 421
BRE MBI A AR W TR R EW e RN . (Hahs 0/
INANEE . BB IRER T FERT RN, KO ZERBATNEIE A Y€, HahisT)
AR AR, KD A R IE B R

XF TR NSCEERIN I 5 3] CPR sl A e 46

Lok, ERMRRENE A S%IIERE, JUIHRR M AN k. AR D
T BUKE i H IR BB A K e DRI, ISR AR, T DA B %
JE i ) 24 R HL

AR E ALk
BT LS, Hs T B AL SR, 752855 FE XM I JiE 2 8. i
LA 25 8 R 5K 2 R B

PEAFAEAR B0 H B ILA I G, AN 25 FE T ik ) 22 42 R B0 T K 1t Ji
7E 5% LA P W54 0 -5 1 .

Blhn, HF X BFE/CT/MR R GE M9 R AL AAE R B /DI X 2k CHARIEAT
D, MR HEANE (RBTE ), LG MR vE Ty m#s 2 S i, %245
HWH B TR RIPRRRL, BCE R R SRR LT 4/ S TE N g . Rﬁﬁmﬁﬁ%
2L 4E/ e s K BRI RHE SRt e, VFZ AR, KRB EXHINE
ﬂ%&%ﬁﬁ%ﬁ%Tﬁﬁ%ﬁ%m,%ﬁlﬁmﬁﬂ)m%ﬁﬁ%%ﬁT@
N R

FEB ST gl A o S A 37 ) 00 5 BRI, A EEAE R L A hy e d e TR O R R
21 15 1 AT IOEIE ] 326 iy YT s 40 o 1 5g SR I LA, RN e A 5 18
il

A RN R G 19K T 2 A AR AR e A AR iR AT A8 ELAE B B 8 57 i A v
il NIRRT

XA . RAEEE ALK G54 [ 245 FHF i IRVE R, IXLe sy 5K ) 24 &
HOE AT AR

BT S AT BEAF AEAE NG « AR 55 A1 LE &7 35 A D RE rh AR A DL P RSk s, JX 8

e n] BE R BN HAT R Ry g S S RS i, ZRoRE L HL P P R e
T JBERIEGA1 PAY 8 P4 225 BR8P 78 s 1 AR s R A B LA

222



IEC60601-1: 2005 (%5 =hR)

BA 17 J&— MR IR 21 IEIEIE K 2 R 500 1. B A 18 & — ik
VT ZRRR A T o IXEEH) T IHEAE G T T T RERINE I X TRk 1K)
Wt TTREDRAAE TR R, AR5t 6 38 41425 i AN [R] T S 305K ) 224 R B
Bk /MR A ANE]

AT 2R ORTE I 2 4 R HERAA I U ok v i e A 0192 2 v AL I A
DRIFEG R SN AN R BRI IR 2 R B, R 0L P A 2RI 2 A R
o FFA YA XU S BRI AN 22 A AR MR R E o X8R RLAN
s 3 B AL G5 AN 225N 2 A R AL

DR AT AGRUE RS F A At e AN P BN TR WU, 3R 21 TR AR5k
LR EN ] B, - FZ50Xitm) 8o, Rz ar iy
EARAL oot i Bl , AMEHIK I 2 e R ECE T 32 1

T 8.3 N/ SR/ SR GE

AT 5K N B N T BT e SCH /el 1 0, T SO ea R AR
I N AR TR0 F A, DA SR B e H A (R B o Ok T R AN
135kg AJ LA 99 % MU IR T XT3 R AN Al BAAE SR Bl B /N (R FE . (491
i, B LR

T5K9. 8.3, 2 B T ARG )

AL 19 52— AR F R AR N SR T 34T 1 B

AR B 17377 iR A T AR s 11 2 o0 Ao AR RIEER RN
AT AR o R IIAL TAR S AN H I Bl 90 N\ B A b2 o0 f) A SRR
X

HIF BT 8K 22 PR, ASTE P AR HEAE RS JSE (10 EERAN AT REK iy o R IR bm 1HE BE fiE
I E SCOPAT XA R AL, i AR B A&

FEVZRIR R A T I B B A T I, AN JE 3R 21 sk ) 224 R B,
DR Ay e PR S 3993 N A L ) B ] A

11 80kg FAIEUE AP Fr 60mm AL FRITGZE TR N AR FEAE SCHEAR TIA 250
PRIV

T4 9.8.3.3 Bk T ARSI AT

I JH B AR E H PR AR A Bl o

AT 5 N A N T2 BT AR B Ay X AR 2 PR LA AR SRALL R 1= T 7 2 ik
PRy SN ZAL T AT Sh A 080 R BT SR RO B i, 2 PR Ak
T CAT s pEsAEE I, i T NI Bh A 58y LU, Sha e ANIE I 1
PRy e A B IR N A% 2 R 2 R 5K ) 22 4 R BNV o7 v S AL, AT REZK 32
WA 5K 1 e R EUN PR TR S D0 #5506 10 vl SEdt
B 33 B N AT EE A 5 A R A v TR BERL R sy, HAZ AU 5 AR S0 A\

223



(P EE A

T8 9. 8. 4 ML IR % B RS

BB AR5 25 i (1) FH 38 42 5 1 32 SRS A 1 B o T+ O e P ™ A S s o 2 S 4%
AR SR 21 25 5 5 6 AT I A R A, D BB L B IR A Ak )
s, T R e A B, VRN S SRR IR AR 2 A
B 21 5 TATI5K 12 250 AN 2 M RL I R AU PR 2% B Bl Ak A2 E
AR LRESER, BTCLER T AT VO BN S S R AE N .

AT RHUBRORA R EREAT I, NA%A AL T B ARIRAS (0 2 SCHE AR A R 2. o,
MR T IHERGE R, WAk g T

gk 10-X A AT BRI B 37

ok (BT WA R T A B e LU A T R S e AR
SR IR 0. WY B/ B LR PR BRI SRR AT Okt R
AT, AL

ARFEFT AL IR I sk 18 O e & T B RS ANl e RS (Wt CRTs
R X 8. FT5 5 B AR LB T EARR &, XS NIRRT
=5 H R L 12. 4.5,

TECHEESK ) i B R — BT 5 R B s i Bl v b2 CICRPD (RIS ARATIIN H 1Y)
JE BT AN DA AR SR AT AT H (0 i

AT PEAL AT BEA DB 0 I A7 07 3 By F ARG 1B AT I RFSEI ] . A5 A
it B A EORBEAT IR A IR, DA e SR T A A (0 RS 5 1 AeAT 40 - IR
ZWEGARIT IS TE

LR TCRP HY A A5 75 38 1 AT TR0 b ) R AT 7k

T4k 10, 1 I-ANFTE 2R W BE 7 10 X 5 e S I B R ik 7%

K B AT An AR 2 7 BT (VDUD () R A1 R XS B i i — AN F e 8l S 1)
TELEYE, AT 2 58 A VDUs.  TEC 60950—1: 2001 [ B S HAL & — > 6 -l
o ME B AR BB A NIRRT o A B S H A R PR e A2 26 T TCRP

60[39]. >k HTIEC 60950-1:2001 1) sRHER S ARRAE SN —4K, BIIX 2
{EFITEC 60950~ 1EK [FIME— A HENL S .

FAl 9 R BITEC 60950~ 1AIbRTEAL S % e - T A ) 3% 5 5K, e ey S5 e
AIRIBR . ASARHE AT AN S 2 31160950-1,  BRAEARAT TARAE FH 26 SCR A0 75 1)
U2 YN DI

F 4310, 4-BOEM B —A%%E (LEDs)

IV L BITEC 60825-1 1%, &K X MNFRIEIEC/TC 76 A A B W2 fE T &
IEC 60825-1%F —fR M3 B, I H % B EIMIEC 60825-1HFFx T L T-LEDs
IEKR

224



IEC60601-1: 2005 (%5 =hR)

111 % ERBEIREER
JLP A TR B P P/ 0 SRR WA AT LS, A 3 12 e
S T P PR 8 e 0 AN S B P L T 45 B PR 0

o

P F A AT T RE S B AR AL, B3 I I PR (E A IR S K AT

Xt EE R, VR T LT IR R

1L L1 40 IERAEH A I oK

225 I RE RN B B H AL SRR  AKR e (WA 22 4D (945 S PR 7
GREOLSER

HELIE T RE D E B ARSI M 451, B2 A LB A AN TIUYIAE LE 5 A H] (10
FATRERCE R AT IR e e AN B LT 5 e A 46 SRV (1 e v A Bl A fie K
AR HRA R B, (B AR e B AR PR AR i ChnFROIn B AR . e
3 T AR AR 2 L B I BETH IR At L R

111245 NSRS B R
F23FNR 245 U TAERE il N NI ST e o NI Al I T IR PR & 5K
B, IRPRSCHER (521 FISEEG . A4, IXSCHUEE & BRI PR UEENS63 [38] .

AR [ T 2 R AT SN B0 foe K AR TR S A L BT 438, — L8y
IREEZE IR B i 22 LA — L ELAR (1 s e B R (R D ST ) 143 JEE K AR IR

w52tio

FRAR M, I8 B A 0 B2 AR & 10 L TR vE S BR (b 38D AR
FEfi o AE L AFRUEANAEAERISME S, s e tsTE, TR a8
b 58 R BR 4 LR I DA LR AT N S B 1 o AR, B 43 5 BRI N A e 4
X i KAH

AP FR UL, 4 m] R A BB R NS Bk, AP R 5 7 AR UL e
AP TEBCE o S ANA 1 T C B 1R 9k I FE AR B 1Y) B AR, FEE A 5 A 7 B
HIR oy A B R s () 507 I H B NS Bk T LA
MOEHINREIR o

1L L 2. 245 ANTIUYT I R B AR B f P

KA 5N RTT H MG AR I B i R B e iR 2o AEA
Pt R B ARSI DR A I A = Y H v e AN AL

225



Table A.5 — Guidance on surface temperatures for ME EQUIPMENT that creates low
temperatures (cools) for therapeutic purposes or as part of its operation

Minimum Temperature *
“C

ME EQUIPMENT and its parts Aluminium Steel

External surface of i<1s -20 -20

ME EQUIPMENT and its
parts that are likely to 1s=<f<10s -10 -15
behtcuched for a time
.

1M0s=<f<60s -2 =7

* The allowable minimum temperature limit values for external surfaces that are likely to be
touched by the PATIENT, CPERATOR and other persons are based on freezing threshold
values of a finger touching different materials (frostbite threshold).

" The probability of eccurrence of contact and the duration of contact should be determined
and documented in the RISK MANAGEMENT FILE.
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