D
[&=HaE] (A=A
HXI}/21Hy 45

e L. O






Hxte|=7]7|9] 4 0| A
25 Wx2| O|5H

Q) Al=ojtEoMAl  NIDS SI=R9IE7|710M gy

1. AREM 21712 257
2, ARAEA S

[ = g

3 ZlOI =

0/0




PART 1

ANgaA 71719 27

1127171 : H7I5H0| e HSE 7IAWAO|T AFSHR| YD, HE/ISEE 5 2452 B FAYS 928
b

5 =
E 3 HX|(PE, Protective Earth)5t0] F=7}X QI k=T ZE3=0{Z

2) 28717] : M715H0| et HSE 7| A2 | =34X| oo, O|SEA £ FstE AN 22 F7hHQl o] 2

FO0|, ESEX|LL EX|=H0j| o] =5}x| b= TAI|7IE 20

3) YWRHA|7| : 7)7|e] YREOR 7|7|18 FHEAI7|7| 213 HEU0| MAEE 7|7 (HLHAL 7|7|2] T2 oo £AL
717] elZ0l B £= HEo| Q| B2 4 UL

- —

Q' = | re—— 1

e T ol =11

CLASS | T

= PE |

<1877 > — I
ﬁl- ; T . J = T
CLASS I < LHBEHYAT|7] >

< 287171 >



azeezesy NIDS

3.8, AR 0277 7|5 ™S Sldl Extet E2[Ho= HHEAL LAt s MEY|7|9] BE

3.8, NOTE 2 %t

2 AZ 8 BARLE OfL|X|Q QH B2 TRHAS M3 Zijo) et AR CHE vt Y= BE
e e e e e e e e e e e e et e e
DEAE H 3 gEBE0) mat BFY, CFY FARO| 2 TAIR| utat AlEEI AL, £E BY B |
| aTAEE X H
it ———
ek 7.2.108 (o) o3t o2 7|72 9% EAl) 2 g He i
|- B dEo| 54 i
[BY] [BFY ] [CF¥ ]
r 1 T 1 1

1RE AR WO

N IEC 60417-5840 |EC 80417-5333  |EC 60417-5335
UWRIMNSEEHE |EC 50417-584 1 IEC 60417-5334 IEC 60417-5336

3.78 XY SR BXQL MEZ|7| AtO|O| THRILSE = =S o

rr

R e By



Q MEQAECEAM  NIDS 2=ARII7IAHIEY

" nzepzeey NIDS

@ ME 7|7|(ME EQUIPMENT)
: 9| 2 8%7|7|7|(MEDICAL ELECTRICAL EQUIPMENT)
: RRE 2L £ EXIete| Atojofl oHX| oS0 RAAHL Ei= FXIet| Afojof 1ot Ze ofHX]
0|52 ZXIgH= Chael H7|77|

@02l H&2 17020l AT Fhet

2) H(disease), F 4 (injury) F2 Folje| EXxL} sl(alleviation) |

< CFEAZU0LRE OflAl>
(MULTIPLE SOCKET-OULET, MSO)

@ ME A ABI(ME SYSTEM)

: ©| 2 87 7| A| A% (MEDICAL ELECTRICAL SYSTEM)
: MEZ|7|7} 3lLL O 80| HM 7| SHE EE ChS2NO0IRUS MM M=t 7Ee 2 M2 ZeE
717 ojo|E B2l =%

Ex) ME 77| + H| 2|2 7|7|(ZRIE, 2LIE| §), ME?|7| + ME?|7| &



@ X Z(Z}) (RATED(value))
: AT 7S =20 thsto] HEX}7L B0 2 2lojshs 80

@ S/E (POWER FACTOR, P.F)

WF20Mel FHHa qdHHael H(RRHY / D 4HY)

@ = SHX|CHRHPROTECTIVE EARTH THERMINAL)
:ObFo| BXoz 13 7|7]e] MEM B0 Y&E Tt

Ol EixH MBHR| M| oJs) 9l5o] MK NAWY HEHs HE O,

HEHR| M
BEHX TRt i Py S
= 2 0 n e

CLASS | PE(2SHX])

@ 5 3HX|H4(PROTECTIVE EARTH CONNECTION)
B30 SO E F49 e Mg HESGEE USOT HSHX| TRt HH(AR)

@ 7|% M (BASIC INSULATION)

HSE S8l wEoin el

 HIIBHol g 71!
Sitel BB AEHE M3

Cf. E(INSULATION) : H7|& E51X| A st= A

=

@ 0|5 (DOUBLE INSULATION)
D7|EH W BZHEY RER TME MA

< O|SHA 0f|A| >

@ =ZES (SUPPLEMENTARY INSULATION)
7|ZEH0| nFE FLof| WIISH it RS E 57| 215t 7| =H Ao It M Est= SHE A

st
=

(SlLte| BE4ThE |

0H

@ Z3HH (REINFORCED INSULATION)

DR BELEHE WE T HHAAY

H



2Et (MEANS OF PROTECTION, MOP)
T ArE ofsl M7|EHoR Q% HE £0/7| 2% ¢
Cf. R50h2 A, ZAZ|, dHAZ|, LuE2 U HSHXYSS 28
@ ZXXES4LH(MEANS OF OPERATOR PROTECTION, MOOP)
2HX} 0| 22| AtZtoj CH3l0] M7|EZHo= QS EES £0|7| YTt BS ST
[ J

X2 S =Tt (MEANS OF PATIENT PROTECTION, MOPP)
- Bpof THSte YIS HOR Bt Ay

2 E0|7| A%t e

m

H™H7{2|(CREEPAGE DISTANCE)
S E74e] ERY BE7

| 2oig BUIS mat
27tAa| (AIR CLEARANCE)

-

sy 7be Be

c e =Y REE U9, 37| 52

bt
m
X
o

BHS S0 RSHX|MO|L} 8.6.980] [HE 7|

=

S™X|Mez 2= HMF
BRHAEE HQISHT, HAALB AN ZEX £ BRI} WA oY T oEe| 8
X|ME Hels o9 A2 S Eol fX| £= 9Bl C}E REo=
@ xiwy

20N, H5H

HER0M BXHE ARSI X2 S22 ; £
%I-E—?}%;OII:I;;I Exioigll ?,_:17EFEIE ol 5tx| 42 Hetof| 7|Qlsto] X2 RE FY Yo HAFPLLE
Ol SE MR
@ SXIEHTME (PATIENT AUXILIARY CURRENT)
FHUALEA0| BXIE Soff o= XYL R0} CHE R E SXHERZI0 S2&, Wl
7= Hg 2Aesix| e R



@ B ZAHE (TYPE B APPLIED PART)

(IS Ho| hE HSE Yok, SO 518 BRCLUUE L BASYHEA Oioto] FHAM A 27
Argoll Mgrst Aty

@ BFE ZAHE (TYPE BF APPLIED PART)

:HI|5H0| thet BY FAHREL 52 B E AF7| 208l AH0M T 20 HEd FE R

@ CFE X5 (TYPE CF APPLIED PART)

s M7|1SHoj| oSt BFE ARRHC 52 HSE ZFT| 208l of RAN F-E aFAgo HEst FE

Bape

B AHAL e cre AR
(BUA Hm) (MHA HZ) (Pacemaker)

12

QI QtH & (TENSILE SAFETY FACTOR)

A=t & 530 tiSsts SHo HIE

Q1% Z £ (TENSILE STRENGTH)

: NEZZH0| H2x|7| HItxl AE 4 e Ao A%

QFH & %t51E (SAFE WORKING LOAD)
cHHALBA| 717] £ 71712 RE0AM 3185t 2R oM JHliX| = A 7|AH SFEEZ

13



m
3
£l
el
L]
1
o
H

ME?|7|7} 2H|8H= HHE FEsHA Tsto], HF2| SHHE A

717] 48 Al

i

Joll

<+
oju
o0

mr

onl
R4

K

MEA| ARES

=
=

AEEBM 7| E 7S = FHHL L2 MEY|7| =

EFUS M, oY YEl(steady-state) 0| A

OH
|

I

Tip. VA & W

+15%, +25%)

Ct (2% :

ot

| 10%E '@X| 2k0tof o

s Ho

“100-240 V, 60 Hz, 40 VA"

HA
o)

=3

S

=
=)

7| A&7t

"W R

P/F
P/F

? VA 0.8

7?7 VA

?A
?A

60 Hz

100 V
240V

0.8

60 Hz

j[H]

st

oL x| 2] |

=
=

8.4 WY, MR =

1 Ato] 5 H3 Tt o Ato[o] Het

I
=

Hojtin 1= = E19|

EL i

MEZ|7]2|

24

o

- 60 V X1}8}X|

}otx| g2 A.



& oo
N_ N_“_.. KM
=} _ . 10.
iy i ¥ K
il 2 uls
< = o
5 a
[ Tl
o K
A
T e
3 5o R
& o Kir K
. o B
- [
2] - o &
o < of X XM go
mﬂ_ W we FJF Kr RO
o K1 Rloof ol wn ““_H
- K o O o
bS¢ N _lm_H z %< =
Moo o K = = =
T o ] @ K KM n
W K = T oo
oo T b o5 oo
R w " z R R T
r g = R of of 2
R K T o s W R g 3
W | 5 O S g x 3 R K
o0 & @ o % 2 T = B K oo > F
Moy | & 8 © MW W < = zl W KK 4
1o K! - = ol . — o o
WE o B g A N F Z ROOWE A ° I
_ of = & W RN ool @l K- il KIr Rl N = ._MH_ Mﬂ
m R g KWy R OE & — LU I
ol | - A T oK b of ..
FIB g g T B oK O RE Rl e o p nE
ok | ofl = r W opoF 5= O nE TR i ]
ROl | g ol W %0 % RO Mg o b u
wOomE o, m oo DN FOF wo@m kR
RS W RN o R T AT J I R Ofr K
lqot| X L
| W o oo . . \ \ \ I~ & RI RI o
I < 5 @ _

tso} Cix| Afo]2|

xS
h

A UHE: RE

t

=l
=

- A



% 8.7.4.4 £%7|(Measuring Device, MD)

= +20
S
! R i SR
| ‘ I &8
: I ~, Voltage % -20
L | R Cr= | A\VJ)measunng
| | instrument® &
| ‘ | c  -a0
| | a 4
I | E
L - F
_ 5 60
R110Kk2 +5%" =2
Ry 1Tkfra1%"
IEC 1407112 . .
C1 00ISHF25 % w W ot wt et
Frequency I {Hz)
IEC 140812
a) Measunng device b) Frequency charactenstics
71Z2| MD ¥ Fop4 2 S4

18

= +20
==
) A ]| d
| | =3
| [ - N
| | ]
| |
| | ~, Voltage g =20
Z | R2 | |\ measunng 5
| | instrument ' &
| I | R L]
! | o T
| | E
Lo J 2
5 60
&
10 0° 0° ' 10° w*
Frequency I (Hz)
a) Measuring device b) Frequency charactenstics

H| ot 7t5%%|2l MD U Fob4 4| §4

19



azeezesy NIDS
Tt ]

(Not Protective earthed) ME 717|
Plastic Enclosure
Emergency Control Knob,
I (AC or DC)
SIP
Terminal |— smMps1 | Control :@:I

Isolation
AC IN Transformer Block — PCB .
100-240 V. |Main Applied
50/60 Hz  [switch | | [
—o —_\J\J— Circuit || !
—T— \J\J_ Breaker SMPS2 | | Power !
for A.P i
:
S :
[ Rech bl !
1 echargeable
= i o ﬂ eatery |
1 1 1
1 1 1
1
! i Metal Enclosure ™ A Not Protective i
V1 Line2 (Protective earthed) | — e earthed Enclosure i
[ PP el !
: : SPA RS Ra R Line1 Line2 e !
; [ HEHR 7 ; !
Linel | Line2_ ___i1 |
LI MD SIRHEANEL |
Line2
SREPHEF

X ZISHEXIHEE = 28 ME 717= 18 ME 7| 7| X3 AR

" nzepzesy NIDS
TR ]

R SHHEF (57 10 a2 13
HEMR 0.1 0.5 a8 14
" H3, H4 H3, 24
SXEEER a3 15~18
(B,BF.CF) (B,BF,CF)
H3, B4 H3, H4
HABRENHE > > a3 20
(B.BF,CF) (B.BF,CF)
B, BFE DC 0.01 B, BFE DC 0.05
——— . AC 0.1 ) AC 0.5 28 19
CFE DC 0.01 CFE DC 0.05
AC 0.01 AC 0.05
H| F o475 5 K| 10 10 MDO]| A
EBAM FEER 10kQ, 0.015uF |

YUYE 5 mA, TLIHHE] 10 mA)
X



nzeezesy NIDS
=t 1

o OhMI BHAE HA B0 HYZ QL F26| HEY = U= HAUES HEX &Qlst= AIH
- HA BEQoM S HUS 7| YR M™stn, J0f mE A" HYE A A™
MOP(MEANS OF PROTECTION) A2

YT A

HMI|H BHo= S YHS F017| AUS S5 SSEX|
MOOP
(MEANS OF OPERATOR PORTECTION)

IEC 60950
EXH01212] AFRHESEAN Ofl CHE10] X17|=)
SHOZRE 9N B0|7| U 25
MOPP ' ]
(MEANS OF PATIENT PORTECTION)

1IEC 60601
X1l CH310f 7| EHo=RE

Slgs s017| 918 £

" nzepzeey NIDS
EECTEE 9

< Annex A, Figure A.12- EX}EH S 4CF 8l ZEIXIEH S 4=CHo| M

=~

¥ MOPE RAWA
£ AzA% A3

MOP = E$4:Et
MOPP = SXtH S =CH
MOOP = =X AR S T

H6 L E13~16 M8 || IEC60950-1 HAHUZ
(IEC 60950-1 Zt2 3} S 27AE HE

26 9 #17 ¥
[EC G0R01=1




azeezesy NIDS
Tt 9

< ME7171 =

/// A2 9 BARL

MOOP d
25 \\ HFE e A 28

i ECG 24 Aoy \ ; )

H - : 4
1 b

: ECG =2JH

i

1

S

24

" nzepzesy NIDS
THaniR e

’/ {E7]7 R
H-M\""--\.\j ME?17] -_./-/)
MOPP B — f;}ff
"""""""""""""""""""""" ‘]“—rk-]o'] A= M=z
ECG 84 A°l¥ [
7148
ME?|7|

25



nzeezesy NIDS
T

| \ I 1
i = 4 '?liz/'\\. i
Loy By [\ AR 9 AR |
i ME?[7] (L el A PR !
1 1
i /) ) ) i
S— VARV, }
ME Fug 22 \Y) ZEA} = BA p MOOP 212

TENS Vo

)\

|/

24

" nzepzeey NIDS
T R

< Annex ) BH AZ29| ZA}, Figure J.1 ~ J.7 BH9| of
(Not Protective earthed) ME 7|7|
Plastic Enclosure

Emergency Control Knob,
/ button, etc.
\,
/S 2MOOP ™
2MOOP “
‘ sip
," Isolation Terminal [—] SMPS 1 [— Control ;@z 2MoopP
AC IN r Transformer [A (Blo,:k__ - __I:(_IB_ ______ r
d Main 1 —==l - =
-240 V N 1 =TT
B T e ]
—] Pow;r.fsr" =
R : At 123/2 MOPP
N
\ i 2MoPp-{ )/
AN 1 s Applied
! -~ Part
\\ 1MooP H SMPS 3 |_Rechargeable
R H _-11 Battery
-
1MOOP |\ ! -
\ | 1 MOPP
i =
\\\ H CMOtOI,P 'l;ump
\\ : /,aP-‘ T| (Motor)
| \ A el

Metal Enclosure
(Protective earthed)

(b



% 8.8 LiHESY
W ST e "AL Y S Z3=0fof BHCt.

ATt ™Mut o|stE Q17tstm, 10X ZF A EHYNK| MM S| 2|1 187 X
3 510X SQ AlFgE Lol Hut 0|Tntx] MMS| L
AE St Hontnls 2oz ZhFEEh

A MOPP(8.5.1.2) MOOP(8.5.1.3)
8.8¢l, H6 U HY
= |EC 60950-1

r

k

]

i

LH & 2 8.8%, B6

1) AR BSHX|H 2|
Xt E
oTiT

1 MOOP V=1500

U=311Vpeak(220V)

28

Tip. MEZ|EHY

S ACtS = = P b OFA|S: " e TES
B 233thg FEsts M| HAS0| i AlE T - 3T LA™ > “ Vpeak, Vd.c” 7|E
<27 WHYAME » "Vrms” 7|&
A.C. test voltages in ¥ r.m.3. (Vrms= (1 / V2) X/ Vpeak )
[y t > Cians or Fanient morechion 2
Piax PEAx
woskme | woRsiee | Protsetion {rom Pracestion fram Proteetion fram Protection fram
voLtaat | veLiast MAINS PART SECONDARY CIRCUITS AING P SECONDARY CIRCUITS
w wy ane Tea Cne Twn Qne Twa ane Tun
W paak Ve | MOOP | MOOP | MOOP | MOOP | MCRP | MOFP | MOPF | MOPR
U<az4 | U<6n 1000 7000 | Notest | Motess | 1 %0 3 000 500 1 0an
Wia<U | WU See See i " y
s e 1 000 roon | LS8 | oigey =00 2000 50 1 600
Nn<us | M<Us o — See See ye
¥ a 1 o0 1 I L S £t 2000 1030 2 040
BA<U | 188 <0z [ o |
g B, 1500 soon | ot =00 3 000 1090 20490
—
. ppe—— - :
2N2<U | 22U .\ Ser ser . 5
e s 1500 agen. | (o0 | L onrs =00 4000 1500 3000
4 < U A< U See Sec wau 22t au 22l
< 848 <848 Table 7 Table 7 + 1000 + 1 5000 * 1000 +1 5000
BaE<U | mE<u See See 20+ |2atau au | 2xiiu
= 1484 =1414 Table 7 Tabis 7 1600 + 15001 | + 1008 | +1500)
1818 <l [ 1418t [ Soe Seo ur2 au iz ]
16000 | < 10000 | Table? Table7 | #2000 | +5000 | #2000 | +5000
e "'3" = (10 c'ﬂn 4 1,08 x 1,08 x iz U wiz Y2y
coienad Feaaae | 00 nz | +zom | ss000 | +zo00 | +so00

T
14 120 12 14g |V DECESSaTY, 13 be prescrted By FAMIGIE standards

29



. HBRCIANLE SF0lE &)

EEEETE

ol Al

7= gsjagl 92 94 31 98
A AA82 T
22} geagl 92 93 & a8
EEE B 92

714 Slaegl |92

gl = AE sleas! 92 93 3l 98
cp = vy fldag 9.2 3 93
Ui g8l 95
Tk W glelag) a7

i Sie el g

kg glalnal 94

T4 s198s 92 % 98
B2l olF A (929 04
AF 9 A5 96

[E 19] MEZ|7]|2]| 7|AH ¢

e Q!

30

= 92227+ H 200 | M S ZHofl X

L MU0 B 4D 00 5% 60

@ 72, 71AH gIsieel0| gl Moz 7E

v =50 50 f
.
% o = ﬁg(
B
&8, 29 b o ’i
e hEEed  pEEEw %
asl T U SAN FNE B 10

[ 20] 3{&7}sst 2t

=
=

31



A haight of ihe
danger rone
b height of (he
prekitive structan i o i
¢ haonrontal distance T Opeming’ Sty o o
o Fiie
esa s sE2 s3]
Fingei1ig
<t acwss (RS SRS (N
LERE R} sE LR s
< 2 Ae Biesm |srp0 |s®2 |sa20
Finges
upin Winen svw0 |sve0 |svm0
kneciia joim |
Bedd1w |stmo |sEmo |szno
. |
e 2 Wiwtw |srew'|swpo (samm
d‘ AR RN \'.”l\'m LA
shguldes joint
CRRER- ] ‘l!‘@]l!lm ]
< v

the guard distance matrix from 1SO 13857 matrix for reaching through guards.

32

+ 9.3 BEH, BMI| & 7pExt2(t 2T 7|AH 2lsiael
= YXLE 248 X StE MEZ|7I9] AT EH, o2|F 22| ¥ PR A"

33



= 2K 0o]2le] Sk
- ME?|7| E= B

=
£
FAUS W, FHS eLX| 240tOf it

REXLA o]2lo] o HHALA|2] RHMZ - HO|M 5° BAE Hojl

HI
o To

Ho

r

59 s
$4 722 _ _
2 EE KD
S — 1534 wary Adez o
FLEd ATEHA we (344
$HATREABE  [pEAAA BRs ¢ it
[E A3] 228 A=Y [13 A16] 228 AlEx=H

" nzepzeey NIDS
=il ey

< 9.4.2.4 F|AE U HEY
- FY
- ME?|7|E 220z Ol 2Q% &2 200 N 03}
- ME7|7]2 0.4 m/s £ 0.1 m/sQ] £E2 ME7|7|8 FZA|I7|= | Q3 ES 58 U &0l
- @2 HE 2] 1 m2| E0|(ME?|7] =0I7} 1 m O|2HA] 7P &2 XIHOIM 5%)

o2 Hi
~ o
-
o
2
;'I":; rot
[es]
o
3
3
To
i
=
=
0x
m
N
02
Rl
il
2
>x

LRSS
oin
K=



- T o
1 PR Se] A e A Al B e wtanlio] s olE SR Y| as 4
2 ol sl sl s A Ahols) 4 [akels) shedo] o e Y| 4 | e
2 Lot R Bl e o asa ) s | e
[P H RS TR WA G| e wore Ao 5% B

] et 4 s
: 5

A B = 7% pEsEs o
5 [ MR 2R A Ad A s sogel s el Seand a5 | 4

o oF 71 = T

V] T e P M
‘3‘ llll*l.—\ﬂ‘l T A Ad A AR o] e Cuel FaRR Y 4 3

Tvmwl I e A M e = e
o ran 25

b aPgelabE (Aol AR ANE BN oD o A AENE S eshs] Sskn N
Zaiss 2 sEeln gl

Vo dRe) R ) 0F sk S8 0 oln] feia gl o) HPusie g

B AS AR MR, A R 20 RSk S WE U 9 PR A 3 9
AR o] SEe] PR g0

4R AR AT, TR 3 PR A o 2leh Al A e S00E Ny

* oo S o Aoe ek B N APHIEIOD] S8 g SeaRue sag 5
o Fs R e, BUigeL fal e Ny s Yy 0] B ok

[# 21] AFYAHE 2H

o

BF mdjeana 1Bl Eausw 3 88 W 4 HGH

= o

LT
EHi— o

37




NEEE

o EXAL Y AL 71719 AHE Sl 71717t HES V|AY BEE A

4%
3Q
rr
A
I_g_l
re
[«
o
N
do
_9!
>
g

MEZIZY 34 A
EEEEE)
] L‘-\6'1|',3 AL}

£ -FE] dE1535

A48

1532)
FE1533)
wHEi15.54.3)
7 ol Sl(1556
[=insas)
1533
734 535
¥ 3o D156
#71{1532)
A E= ANY AR
£5 =g 1556

[& 28] 7|AH ZEAEe HE

Ea L

Bl

38

% 15.3.2 YI7IAE

- QIFo| elxof, XA 30mme| HY W EHO| HZote MES AIHITE ARESI0,
250N + 10N2| LSt & 57k Jtsict,
- 18kgS Z1stE HZ JIX|= MEZ|7| QE Q| HEtO|lE HB31X| %S

= L 9% £5) o 50mme| X%, 500g + 259 Tl
122 DA ZREBHS AY ME 2 22 90 1.3mel F0I0|A B XL
As

ol AlEME 2t B0l 34 1.3me]

- -?-xl'é ME7I7I % ME?|7|2] £X|E £E2E Ml

39



% 15.3.4.1 X" MEZ|7|
- EEBESHEO| QVLEl AHE MES, JUALE Al FE 5= U= 37H9] ChE XM M
- ME7|7], #4E % ME?|7]9] BES A= £0], E2 1 me| E0[0|A 232|ELt
Aast 7|x 2|0 HESHA =2 F7 50 mm = 5 mme| ASE(L=>600 kg/m3) ¢

% 15.3.4.2 FE ME?|7|
- OHMEESIEO| QVME AlYE MEZ 2IF|EL} ADE J|X Qo WHSIA 50 EH

50 mm + 5 mm2| ASTH(EE>600 kg/m3) U0IA, E292| FO|7HX| S0 28] HaA
2 M FHE £ A= ZHH0IA 38| Y3t

FolE MEZ)7] == 2 yte] Zelm) shgo] ‘
kg cm
m = 10 } 5 |
10<m < 50 [ 3 i
m > 50 [ 3 |
[ 29] H5I=0|

" nzepzesy NIDS
TR ]

- T GICHRO) D5 A domme] £ETS THA|E AB0| 028 AT oo
08m/s + 0.1m/s2] ZEZ(O1SY MEZI7I9l AR SAIE 4 AL AUEE), HAHel
F9 wetoz 33] Yoju( oSS Fojgo| B Fz)
- 2T AT 5
- AT 7| KEARE)900) B SAHE 40mm £0/9] 43 AT 08mys + 01m/sl &
S2015E MEZI7I] Z9E SAIE 4 YUt ATEE) AN T watoz 33 Uof
WOl S YL 2|3t A Etel ERio) 52
- 25353
- DS XX HEIAZ|E)0] $AS domm Z3h SAl2] HB2| +7 HoZol, 08m/s + 01my/s]
£E01SE MEZ|710IAE R 7Hs3h Atk =)=, FAEel T wgo= 33 35



[= e B |
< 71719 HE ksE RE, HYUE, VIR £ E SO ¥ Y= =HAUS| AE AME
« 71719 oFH, =R Sl EXte| Eojl ol B YEE =elsy| AH £

% 11.1 ME?|7|9| 12
» J|EMEMOA FHEE K] T IFSREE ZEII0] 2| 2to] MEfO|A] HAAE Al
- E22 Y E230|M HAIE Zte XDSIR| 2

S HAEE T

Bd EEY, WNE

- 05
LEE! 120
130
155
160
TR S i

b Tl S Yl 1 J B 44 4 W o143 ie]
.".'1 0 |4 SofE | glo| g AGgs t, St ¢

5

LR
e} ek,

[E 23] & 7ts%d0] A&

H 22] 20| A} 582 &
[E 22] #&2 &} 5182K ME?|7| #E2| A 35182

% 11.1 ME?|7|9| 12

= JIEHEMOM RS X F9 7IS2EE TR0 X[ HEHO|M FHHALE Al
- ME?|7|= HIAE 3| ®HO| 90 °C ZHS}X| G5

> ZX™(Measurenent) - Mg
« 7HEAXE MEZ|7]: HHALE A2t S YA 7tsstL
HA¥YsS 3= X 7ts
- RE S22 F&s= MEZ|7|: AXQ 2351, HHHQ FE[AO|IZ
2| 90 %2t X|CH HZ L2 110 % AtOIo| M 74 ks
- 719 ¥ BE S =@e MEZ|7|: AHOf 4 A
AZOM A

» YHEH (thermal stabilization) — HI¥57HE ME7| 7|2 A2
- H|HE: EHEOYO| =S (7HK| CH7|/FX REZ AFAIZ 20, ME?|7|E EH
Ol CHAl S 2 W7HX] EE= 7AIZE SQ 3 O B2 Zo 2 ME) (T, "YAEAl g4

MO|ER 7t5)



“azeezexy NIDS
L

AUz b ¢
ME7]7]2] 22y ' P
4 R A | H9, A, Rede 8| djé,{”“ S

t < Imin 51 36 &0

AR Bl _
= - Imin =< t <10nin 48 48 18

HESE e AN |
1dmin =< ¢ 43 43 43

P o] RE AFgL o 2o Y AFHF o HET - glch AP A2 A F-EUM e
10% ool 3 Egel] [UE 7le g A5l FEH 5 gick o2 10% olide] we] F IR o HE
she Agollx Hawo o Aeel glol, 8 Agghs Bk okn, Agd A EA=of wiok

b ol JdRaE fld #ae ox AREE A9 Wart fle A fEtEd-ds, deoes
sk Holat AEE Ajlucks aoe AME vehils 2418 3ol

[E 24] Me?|7| BXE7} oo HEE B2 Ao 5|8=2&

> IO B#H 257} 41°CE X1 F:

- 2 EE ASEBAM 7[R (AT ES flet =4; gAtel HEj £= 7|2 §)
- MM EH 2o SEIE So SYof 2 AYFUE 2Pt BT A0 A

a4

“azeezexy NIDS
Tt 24

45



NIDS 2I=RAZ7171HEH

-

J

=

._oﬂ

e

=

7n =
&d
ol
Hin
of
ol
Hi
T

26



D
[&=HaE] (A=A
HXI}/21Hy 45

e L. O






ARIARISE 0|2 7|7| 9157} I
- HXel=717] -

Q) AlZojtEoNAl  NIDS PIR9E7(7IR 8RS

1.1EC 60601-1-2 Ed4. Overview
2.IEC 60601-1-2 Ed4. Overview of Change

3.Q&A

29



PART 1

IEC60601-1-2 Ed4. Overview

IEC60601-1-2 Ed4. = 2l Public £E|%A=7t?

- ©XHm 2h4 ol Cistof 2| 27|72 otMof #st mES = E S| 5+
* IEC 60601-1-2 Ed3.2| Tt
1) Basic Safety S Essential Performance Ofl Cislf 2 &S| CHR 0] X[ X| %3,
2) Test LevelO| 154 M .
3) Mobile ZH|0f| T2t LHE 7| & & & X

4) A2 2t E 0| Z2 20| M A2 CHE immunity level 2 X £



IEC60601-1-2 Ed4. Overview

« [EC 60601-1-2 ed3. Of H|SH MZEALO|AH X2 RK O, M2 o ZsHE.
Ex) LA Al Pass / Fail criteria Z™¥S MZEAZF XA et

« 22 7|=(5G, LTE )0 L= MADH 70 s =8
Ex) RS test Freq. range =CH(~6 GHz)

« Risk management I} 22 BS(Basic Safety) 2t EP(Essential Performance)2| 7| 3| Af
e o|2 3t

« IEC 60601-1-2 ed4. & HE3H0 Al 3t7| T HMZALQE Algda7tel AAH et 8
Al o] 27tsd

Ex) Test plan &d &
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PART 2
IEC60601-1-2 Ed4. Overview of Change
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IEC60601-1-2 Ed4. Overview

Change Highlights
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IEC60601-1-2 Ed4. Overview

« IMMUNITY level

IEC 60601-1-2 EMD Edition 3:2007 EMD Edition 4:2014

IMMUNITY Tests Requirements Requirements
e Professional Healthcare
L]

IEC 61000-4-2 Electrostatic 6 kV Contact Discharge 8 kV Contact Discharge
Discharges 8 kV Air Discharge 15 kV Air Discharge
IEC 61000-4-3 Radiated RF EM 3 V/m at 80 - 2,500MHz, 3 V/m (10V/m Home Healthcare)
fields AM Modulation at 80 - 2,700MHz,

10V/m for Life-Support: AM Modulation.
|IEC 61000-4-3 Proximity fields 3 V/m at 80 - 2,500MHz, 9-28 V/m at 385-6 000MHz, Pulse
from RF Wireless AM Modulation Mode and other Modulation
communications 10V/m for Life-Support: (upon Risk Analysis).
equipment

IEC60601-1-2 Ed4. Overview

Change Highlights

- Test specifications for ENCLOSURE PORT IMMUNITY to RF wireless communications

equipment
Test al ab B MU T
frequency sand Serviee power TEST LEVEL
iMAHz) iMHz) W )y A
1]
ZRE 380 390 TETRA 400 madulation ¥ 18 K P
18 HE
R
450 430 - 470 GMRS 450, | + 8 khz deviation 2 oa 28
1 KHz zIne
kAL Pulse
A5 704 - TOT LTE B‘a;m 13, maodulation ' 0.2 FE] '
780 217 He
B10 GEM B00/S00.
TETRA #00, uise w
a7 800 - 960 IDEN 920, madulaticn 2 o3 28
: COMA 850, .
ket LTE Band &
1720 GSM 1800;
ey COMA 1900; Pulse
B, GSM 1800; madulalion 1 N 0a 28
1970 LTE Band 1, 3, 217 Hz
4, 26 UMTS
Blustanth, .
WWLAN. uine
z 430 7;‘3?; BO2.11 bigin. medulation " 2 0.3 20
RFID 2450, 247 He
LTE Band T
5 240 Lise
5 500 R LA 802,11 madulation " - as B
5 7A5 : 217 Hz




IEC60601-1-2 Ed4. Overview

IEC 60601-1-2
IMMUNITY Tests

IEC 61000-4-4 Electrical Fast
Transients / Burst

IEC 61000-4-5 Surge

IEC 61000-4-6 Conducted Radio
Frequency Immunity

EMD Edition 3:2007
Requirements

2 kV Power Lines, 1 kV Signal Lines at
SkHz rate

Line-to-line - + 0,5 kV, + 1 kV
Line-to-ground - + 0,5kV, £ 1kV, +
2kv

3V at 0.15 - 80MHz
Additionally for Life-Support:
10V at ISM Frequencies.

EMD Edition 4:2014
Requirements

e Professional Healthcare
L]

2 kV Power Lines, 1 kV Signal
Lines at 100 kHz rate

Line-to-line - + 0,5 kV, + 1 kV
Line-to-ground - + 0,5 kV, £ 1kV,
+ 2 kv

3V at 0.15 — 80MHz & 6V at ISM.
Home Healthcare: 3V at 0.15 —
80MHz, and 6V at ISM & amateur
radio bands.

10

IEC60601-1-2 Ed4. Overview

IEC 60601-1-2
IMMUNITY Tests

IEC 61000-4-8 Magnetic Field

1SO 7637-2 Electrical transient
Conduction along supply
Lines

EMD Edition 3:2007
Requirements

3 A/m, 50/60Hz

N/A

EMD Edition 4:2014
Requirements
e Professional Healthcare

30 A/m, 50/60Hz

Professional Healthcare : N/A
Home Healthcare : As specified
in 1SO 7637-2

11




IEC60601-1-2 Ed4. Overview i gepetmen

Change Highlights

IEC 60601-1-2 EMD Edition 3:2007 EMD Edition 4:2014
IMMUNITY Tests Requirements Requirements
e Professional Healthcare

IEC 61000-4-11 Voltage Dips <5 % UT 0% UT; 0,5 cycle
(>95 % dip in UT) At 0°, 45°, 90°, 135°, 180°, 225°,
for 0,5 cycle 270° and 315°
40 % UT
odpinn Sl
for 5 cycles SOl cycles
Single phase: at 0
70 % UT

(30 % dip in UT)
for 25 cycles

IEC 61000-4-11 Interruptions <5 % UT (>95 % dip in UT) 0% UT; 250/300 cycle

for5s

12

IEC60601-1-2 Ed4. Overview 'chgaml\lflnlsl

Change Highlights

« Risk management of EM environment
New requirement clause(reference to IEC 60601-1-2 Annex F)

« Test report &0 %2 377H2| contents& 8T (Table 10 &)
« Test Plan 27 (Annex G A1)

+ ACCOMPANYING DOCUMENTSO]| CH$t MXtit 8 FALSH(Clause 5.2)

« Immunity test 2| 20| & & BS(Basic safety)2t EP(Essential Performance)l =730
24
= O

mjo

o Immunity A|E 22 21810] X E2| DamageS HUS Z20 Cist ALl Al =X

K& (Table 3 &)

13



IEC60601-1-2 Ed4. Overview

e Highlights of Ed4.+A1:2020

Conducted DISTURBANCES
(conducted EMISSIONS)
CISPR 11

Minimum and maximum

RATED voltage ¢) d) Any one frequency b)

a) The test may be performed at any one power input voltage within the ME EQUIPMENT or
ME SYSTEM RATED voltage range. If the ME EQUIPMENT or ME SYSTEM is tested at one
power input voltage, it is not necessary to re-test at additional voltages.

b) The test may be performed at any one power frequency within the ME EQUIPMENT or ME
SYSTEM RATED frequency range. If the ME EQUIPMENT or ME SYSTEM is tested at one power
frequency, it is not necessary to re-test at additional frequencies.

¢) If the difference between the maximum and the minimum RATED input voltage is less than
25 % of the highest RATED input voltage, then the test may instead be performed at any one
RATED voltage.

d) ME EQUIPMENT and ME SYSTEMS with power input voltage selection by transformer taps
shall be tested at only one tap setting.

14

IEC60601-1-2 Ed4. Overview 'scfgaml\l!lns

Change Highlights of Ed4.+A1:2020

Ex1) 20| 100v~240v L ZL

Step 1. 240V —100V = 140 V

Step 2. 240 V2| 25 % = 240 V x 0.25= 60 V
Step3. 2E

=140V > 60V O|2 2 100V 2t 240V 2 A|& TISH 1

15



IEC60601-1-2 Ed4. Overview

Change Highlights of Ed4.+A1:2020

Ex2) MZ0| 220v~240V & BL

Step1l. 240V-220V=20V
Step 2. 240 V2| 25 % = 240 V x 0.25= 60 V
Step 3. zE

=20V < 60V OB & 220V or230Vor240V & 5tLEO| Voltage 2 !!

16

IEC60601-1-2 Ed4. Overview 'chgaml\lflnlsl

Change Highlights of Ed4.+A1:2020

@ Added to New test

- Standard : Refer to IEC 61000-4-39:2017
- Test name : Proximity magnetic fields(in IEC60601-1-2:2014+A1:2020)
(IMMUNITY to proximity magnetic fields in the frequency range 9 kHz to 13.56 MHz)

- Test specification

Test frequency Test Level(A/m)

30 kHz CW 8
134.2 kHz Pulse modulation 2.1 kHz 65
13.56 MHz Pulse modulation 50 kHz 7.5

17



IEC60601-1-2 Ed4. OverVieW s -\'éewgaﬁm?l_l\un_s

Change Highlights of Ed4.+A1:2020

- Exemption

1) ME EQUIPMENT and ME SYSTEMS that do not contain magnetically sensitive
components or circuitry within the ENCLOSURE or as part of an attached ACCESSORY
need not be evaluated further for IMMUNITY to proximity magnetic fields in the
frequency range 9 kHz to 13,56 MHz

REZ| DIzt AR} s 3|27} T3E|O UX| G HS

2) ME EQUIPMENT and ME SYSTEMS containing magnetically sensitive components or
circuitry where a separation distance of those components or circuitry of at least 0.15
m from the field sources specified in Table 11 is ensured by the ENCLOSURE or by the
physical design of an attached ACCESSORY during INTENDED USE need not be
evaluated further for IMMUNITY to proximity magnetic fields in the frequency range 9
kHz to 13,56 MHz

A UG A% EE D270 ZoE|of QX[ 15 cm O] 0] £[0] Y= B

IEC60601-1-2 Ed4. Overview 5 'gcfgaml\l!lnsl

Change Highlights of Ed4.+A1:2020

3) Perform a RISK ANALYSIS regarding exposure of the ME EQUIPMENT or ME SYSTEM to the
frequencies, field strengths, and modulations specified in Table 11 at separation distances
less than 0,15 m. If the RISK of exposure (during INTENDED USE) to the frequencies, field
strengths, and modulations specified in Table 11 is acceptable, then the tests of Table 11
need not be performed

RISK ANALYSO|M Table 112 MatM AMEHE HASAS FL2(7E|7t 15 cmO|Eh

Z=9|1 Annex A - Subclause 8.11 LI &

In_general, this subclause applies to all ME EQUIPMENT and ME SYSTEMS. However,
due to the fact that the sources of magnetic fields considered for this subclause are
proximity sources, appropriate exemptions from testing are specified. Even if this test
is not performed, there are requirements for documentation of the choices/decisions
made. It should be noted that MANUFACTURERS are permitted to bypass these
exemptions and conduct the tests if they so choose.




AbgtL|Ct.

t

nO

NIDS 2I=R=7171HEH

39






