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SMFR IR AP AR LA AT BE A Ak B R B A B S DLk B R G A e A B
HH.

A f K% #B4> accessible part
T8 2o A o R I 4 ik S ) B Bz R EB 43 A0 Y HL AR A R A
F. 0L 5.9.2.1.

M  accessory
555 g% — 5 B B 4y F Ok

— B E AR
B G L T
TR

SR TR RE s X
R LEIIRE , DU A B Y S D RE AR A

£ H IEC 60788:2004,rm-83-06,

FEMiZ{F accompanying document

B ME % #& \ME & &t 2} B 4 r iy (19 SCPF . LN R L T o0 SR SUREF R AR A5 8 A5 ¢
TEAREMERERE.

FBSEPE  air clearance
WA SRR 22 [R) 78 25 S0 Y e i B A
i 5 GB/T 16935.1—2008, %% X 3.2,

= E3#845%8% appliance coupler

AN TR R AR AR 28 B B AT R R B R AL R IR E R ISR R A
REE .

E WK,
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3.7

3.8

3.9

nnn

il
N

YT .

O—=E\BAER;
O—ZERBRANED;
® TR EDER IR 4%

@®——ME & &;

©— [ 7 /9 I Fi1 54 )32 / 22 67 4 i (MSO)
©— MBRERESR;

O—MEBIRE#E%.

1 ATEREDHY P R TR 4 (DL€ 3O

S EH NIHE appliance inlet
A E A P S AR A — R B R A
e LB FE 2,

"MF#ERS  applied part

ME i%#& o8 T30 ME & &% ME ZRE W UI6E . fE EEE RN T ES BEA SR/ .
E LA IHE 4. SR AL~F A7,

FE 20 W 4.6, ¢ T A 0 XURS: B R A AR A 45 SR TR B O B A AR 4 i A0 AN 2 B2 BB 4 LS.

E3 EEEEGIDNE X,

*E A% basic insulation

X v B IR AR B A A 48 2%
VR 2 BRI T O
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@ IR BIRR B L ; O—HBIERBL%;
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©— B EHAL; O—RIPEMEF;
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@ —DhRE B thim F ; O—HBAHESE;
O—=ESHWmN/HHEBS; B®— B AL S 2 H W % B .
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O——fF R 17 31 1 ) R TR =% 5
QO— AR HRIRKEL;

O— REMBAR;
@47 He Hb J 4 5 A A 5
O—ThREEM IR T ;

©O—HEAR Mm% ;
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LT

Ld
™

bbb ke

o [j......

WL .
O— MR EFEk;
O— RIEHRBL;

Q@ — EXREL;
O— BB % ;
O—5F;

©O——IThge MR 7
O— MRS ;

® NA#HS;
O@—— B &%k ;
© WL,
B4 £EEENITEMEEEHRE(RESD
3.10

"HALE  Dbasic safety

2 ME % & 70 IEE ARS8 — SRR N i A 7 A dy T4 2 7 B GIRD T 1 45 3 B0y A v 4%
= B KU
3.1

AP B category AP

i RIE S ERIRE SRR EES (D FIB BV IR X ME 3% 8 s AR TR 254 JhRic L & S
B A RERT & FLE BRI PR .
3.12

APG #! category APG

it 5 E AN L RRE SRS BERES (D PIE SR TR 4 ME 3% & s R S50 (bR
1CBA R SRS EARREAT & ML E EOR T
3.13

I3 class [

Xof H iy B PO UR SE BE AR 4 2 L I 4R L T X B Je T A R AR 43 P S 4 e S 43 R 4P B b 17 B in 22 4
T i 4 it 7 F AR

£ LK 3,
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3.14
I3 class I
Xof B, ot B AP S AR B B A o 5% 0 2 A1 1 S EE 4t 5% i m 3 268 4% 1Y) R A 22 4 T 1 i 10 L AR A H
VAT DR AP 22 1 8 il o S O T 42 20 5 A
b= PN I
E 2. IRAreiRpth e thon F ol ThaE B S & . W 8.6.8 71 8.6.9,
3.15
"iEMI SN clearly legible
IEH L N RERS B 132
W 7012 Bk
3.16
%7 cold condition
FL A A T S 28 R 08 K B () 38 B PR B I R B T AT AR RS
3.17
"EEEMIITEMYE  component with high-integrity characteristics
ME i% & 7£ 1IE & {& F #4531 ] 150 00 9 52 FH 0 T BB 456 AR 3 a0 o 1 1) — D B 2 A R AR AR IR B
B T) B8 X 45 AR T 0 AH 56 1) % 4 R OR PR AN & H BRI R 11
3.18
"ELEIE{T continuous operation
IE 55 AT A o B iR 8 R A Ay T I ) BR 1 1) a4 7
3.19
JEEEBEES creepage distance
A SR AR 22 R 4 2% bh Ak 25 T 1) o e B
3.20
"BEBSEAR FHER4>  defibrillation-proof applied part
ELAT B 40 W B B0 25 X6 28058 1) 00 R 300 1) B2 FR BB 43
3.21
"TATIREIE R EZ detachable power supply cord
AR AT R LR L U G M SR BB AR SRR A IEN R L.
e WWE 1E 2 FIE 3,
3.22
*HERT O direct cardiac application
MRS S BEOMAEE M.
3.23
"WEH%  double insulation
HH 25 7N 26 5% 1 i B 4 4 2H L 46 2%
i WEBRKRUWEPEE.
3.24
“FrEEFEE  duty cycle
H T ME 1% & %A 0a 47 i o w5 1 e K sl OF ) B 18] # 2Z2 J5 e J W0 (GO i ]
3.25
IR earth leakage current
F o0 BB IR 0 40 3 o B O e kU A SR AP R it S R sl IR 8.6.9 1Y ) g M Y FRL U .

10
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3.26
“4hN5E  enclosure
LA B A B AR R i Ah R
e T AES S T S NG LR E S b ek A 2 AR T I AR A A e TET LA R R I 4 R T A R Sh
EHASLIELE 2.6 3 FE D,
3.27
“HEIARMEBE  essential performance
HERREAHKEWIE IR GERPERE kR s AR o ) E B2 IR E S S EA 21
KR .
i BB S AR 7 2R B R H B R SEOR T S FBON TR I KU .
3.28
TEA{E R & expected service life
H 1 3& B M E 1) ME & & 5{ ME R 430 B2 R i i py it ] (AR R A R £ FE AR RS
E ETBEREG PR TR E LR,
3.29
FRERBGE MAES (F B AES) F-type isolated (floating) applied part
HBEEZEES ME&& LM IR BEsyr, LR s R, Yk g sb e RS
BEME RN T REERE S B, G LR R R AR BERBRGAEIFE.
E. FRNBAIRS AR BF A CF R HES.
3.30
EEH fixed
B[ LA S 7E— A WAL E L K A s R ] TR A e g R,
B R R A E S
B2 R E A (R 22 B EE E AR A TREA W RBER/ T
E: S WEF UL E X 3.63 142,

3.31
E=SRBEEHNSEMKEEES flammable anaesthetic mixture with air
TERLE ST - AT BRI 2 51 Rk FE ) By IR S 5 s SR E K.
3.32

EeaxESLX TREAHNSZAMKEFS flammable anaesthetic mixture with oxygen or nitrous oxide

TERLE S5 R AT REIK 3 51 AU B2 11 J SR BRI <05 4 A AL T AU R 5
3.33

“IJBEEHE  functional connection

H A A O =X A 3 4 o A0 9 U A% i 155 B0 | me i M B Y i

. EEREENGBEMER, LR NS EA AR EEEIE.
3.34

DheEEM S 4 functional earth conductor

2R IR F I R4

e L 2.
3.35

*IfEEM iHF  functional earth terminal

HL 5 H P B R 2 A 0 LA RE S H 4 T 4 b ) o 1

iEe UL 2. 3 A 4,

11
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3.36
Bitr ¥  guard
TH 3k ) B 5 Bt 1) Ok B A3t B 4 ) B AR A
AR A B G RTRORAE R VR 5 T AN P AR
B 744 7T LA R O R 1EHT -
— 5oy, R Y AR AL A e R AR
— 5N EAESCRN BB B BU SRR TEIZE AT TG B R TE AN TE AL L R BT
fE %15 2 R AIE
3.37
F¥8  hand-held
B AL B FNCE A G BUW i TR 5709
i1 A T LUR B B R A A
E2: ZULFEH UL E X 3.63 4,
3.38
"= harm
Xob N B Ak B 0 A A A B SO0 T 0 R AR A A
F B YY/T 0316—2016, 5% X 2.2,
3.39
B GE) hazard
MRS EA E MR .
[YY/T 0316—2016,% X 2.3]
3.40
“fE BN hazardous situation
NG 7 s R S 25 5 T — DA e B GRD RIS IE .
[YY/T 0316—2016,% X 2.4]
3.41
SEHEE high voltage
Rk 1000 VAZaE 1500 V H sk 1 500 V EEH L E .
3.42
KEIXIEES hydraulic test pressure
PR 25 e SO AR R IR )
F: 0L 9.7.5,
3.43
#4%FL4  insulation co-ordination
2 LTI 1 T B 5 R HG A 552 o 107 ) B L R A S S A LG R
E ARG REER BSER AL FEENE RZE B AR .
3.44
fiHA Fii& intended use
fHEIBH intended purpose
Fi e 1 3 w4 A R U BT A ROk X 7 L R R 55 i
[YY/T 0316—2016,% X 2.5 ]
T FHARAEANEEERRG. WERCIRENESFARENMES. ERAREE TESFEN.MEE
ERAAOURES B EH RS B,

12
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3.45
M EBEE internal electrical power source
B I — BB 43 4 A =X i B o A 1k 0B L 4 35 £ i B T L 5 I LR
TR A2 BE HLBRAE LK FH BB SR A% BE .
FE: POER AR T LA A YR Y — A T A AR A A RSN ES B S N T SN
3.46
M EB{LE  internally powered

AE LA P & FE IRZ AT A9 L LB AT

3.47

iFE%  leakage current

=Dy RETE T .

F: MliRBRCE L AMFERER EMERNEERER.
3.48

W EEEE$£8E  mains connector

BEBASF|TMHM, CSEBRAMEMNRBL SR — AR5 i,

e MEBREZRESUAEHEEI RS LNBEGANBEZ P ULE 1 FE 2),
3.49

" WEIEAR4  mains part

TUHA 5 4% BB O AH 2 1) F AR A 1 R B 4

1 MEBTRER G A S W Rk B F D — B3 I S AR

2 A XN AN RIPERS & ZRNBIEESS N — 30 LK 2 fE 3,
3.50

" WEJEEL  mains plug

55 AR 1Y) BB TR A BB R A A — A BB [ 3 A A A T L D A R

1 WA 1,

E 2. W GB/T 1002 1 GB/T 11918.1,
3.51

MEEITESE  mains supply transformer

HAPIA LA b 8 4 0 1 o A5 50 50+ i 2ok v SR AU 8 R IO 114 5 I L o T HL AL 2 #5 nida  J2: [F)

A AR AN TR) B Y FL S A H O
3.52
M RELIFFIE mains terminal device
BRI LE RN EE R TEE.
E WE 2,
3.53
MEEBZSEE mains transient voltage
1 56 R DO A1 78 i 2 7 A ) A R P, R 1 P U A ) e M P T
3.54
MEJEEBEE mains voltage
Z AR HE R I R 8 v I AH 4G 22 ) SRR AR R GE v A S R M TR A L T
3.55

#1157 manufacturer

X ME & & 3T il i 2 BbR I8 X ME RS py 4%, 80 ME & & 50 ME 2 S8 19 5030 7157 7Y

FUAR N EIE N AN I8 T 264 gl 2 L aE SRR 28 =05 AT .
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1. IS0 1348550 5 UF HY“Hric” A4S L BV o 175 49 -
—— R U 7E PR T AR B A B b
W B BT RS
T OB R4 5 1 T 5 AR 41 R B A U B S R D B B AH S B SO TR G . R AR A P M R A
JybRic 5 BE B ST
E 2 M e B AR A ME R &A1 ME RS ORI
E3 AP RBEFSE T LR WH A BIA A RIS
4. N YY/T 03162016, 58 X 2.8 sS4k .
3.56
‘BEEMBEEBEE maximum mains voltage
5 E R ME & &80 A% . 5 et W AT C i A T ils H i .
. RE MR A BE B 8.5.3 KA
3.57
"ERARBFIEES maximum permissible working pressure
TG 1 0 I 3E& 1 A B Z s a1 T e AR A W iR R T .
3.58
“IHREERIBIIPIEE  means of operator protection; MOOP
TR R o X AR 2B AN LA R 1Y IRURS: Y B 3 4R
3.59
I EREHFIIEME  means of patient protection; MOPP
R T AT L o X B R Y IXURR: Y B AP S B
3.60
*BrfP#EE means of protection
N T REEATR 3 i SR R AR L 5 RUBR 9 4 i
i IR A A% B S E R R EE AR SR
3.61
HIMEF mechanical hazard
58 AR B R AR R B B GRD .
3.62
M RIPIEE  mechanical protective device
15 B — B AR ST - RB I 5 i A TR AL A XU 381 7T 422 52 R 7K1 1Y) 266
3.63
"EFABESIEHE medical electrical equipment
ME i% % ME equipment
LA R F &8 43 5% 1) 28 35 1% 0% ml BT fE ot sl D 3 6 T A% 3% Bl A RE 5 19 R
WA
a) HEIEEHBNAEAZ T - PERE; H
b HElEEEEHTEHT:
D XMEENZSE GAIT BT 5
2) I R SRR B 0 R
1. ME 8 & 8158 i $15E 7 LAY ME % % 76 E 8 (& R BT i B 45
2 PR FE BT S rh R Y e SR A A A A L R B R M TR D
3 AR A KBTS AR AR 2 BE AT A A s SRR IR S 1B A M R TR TE AR 408 A L
A AR ARE BRI A 7KSE ME @ &SR & .
14
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5. W 4.10.1.8.2.1 F1 16.3,
3.64
"ERBESEAEZME Z%) medical electrical system
EFREBRNME T hiThee s i S MM T E A TIRSHRNWAS A5h2VAE—
M ME g%,
e AT IR B A B A H AR N G ME &%
3.65
FZZE)  mobile
R EE R 1 B A 22 2 FHCE B A TS OB B B 19 48 1 50 5 S8 LA 7 vk N — 3 07 7% 21 55
— 5.
iE: SR U] X 3.63 B4,
3.66
"EIE S EESEE  model or type reference
BFH A CFH A B E TR A T LA 05 A 5B 4 7 i 7 =
3.67
& {A{EEE  multiple socket-outlet; MSO
T by — A B2 A R B TE AR 45 2k BT MIE 3% 88 RH % BCAR i, T i A3 44 B I L T B
SRS
i B ACHREE ] LA — T Y 5R T ORI A AR R — TR ).
3.68
"M/ HIEIEA  network/data coupling
fEa g mr e S HA B a2 IRl E B k2% R oy Oy =
3.69
#RFR({E) nominal (value)
FEIA R it 22 0 LN 95 | AR 9 2% 0 (E .
TG ARFR R EE TR A E S AT AR FR AR .
3.70
E&IXZA normal condition
S A B AL 00 f& B CGIRD Bl 47 B4 i AR AL T 58 4 IR S
3.71
IE#E{EMA normal use
Fie UL A3 B 12 17 I DLARAS AL 45 H 3R AR 38 R A7 19 1 LA 2 O] 4
E EEERAAHMRHARES. WESOSRESNEERBERNSS. BAREETEIFAN . MES
ERAMUEEST BN I FIRFE B 55 .
3.72
ZWIEHE objective evidence
SCRE YA TE BCH I Y B
FE . OWLIE B R G LS I 6 O A T B AR
LYY/T 0316—2016, 5% X 2.10]
3.73
“IR1EE operator
BRI
. 3101,
15
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3.74
TR BEAEE  over-current release
225 T e A A R e R RN 0 R g A I BT T ST B IR T A DR A R
3.75
"ESRINE  oxygen rich environment
PR R AR
a)  RAH/NFEEETF 110 kPa B, KF 2500 ;8
b)  FERSJE S #EE 110 kPa i, &S50 E KT 27.5 kPa,
3.76
E#E patient
Fe 2 R IMBEECE B A 1 AR W O\ s P .
e BELERIES.
3.77
*BEMEIEE  patient auxiliary current
FEEEERN A BENTE— BEERAN AP B & 8 (0] WU A ™ AR A 35500 1 FL I
3.78
" EBEERE  patient connection
MBSy CFEERSME—BERST BB ETEAEEES MEIRE&ZH
3.79
*BEINE  patient environment
BE 5 ME & ME R s BE 5 )2 ME i& &5 ME 2 4 53008 i) Eo At A\ 22 18] 1] 58 &
A T B TE R A AT o 23 ]
3.80
£EIFER patient leakage current
— NBEEELZBE AN R 5
—IERELS Bk BN A IR A AR WU B i\ B B EERE D F RN B AR
N HE ) FL L
3.81
"IEEITI/EEE peak working voltage
T4 BB T ) i e WA {0 o A5 Pl AR 7 A ) A IOk e O R ELAS A 45 AT 100 I AR R
S GB 4943.1—2011, & ¥ 1.2.9.8,
3.82
PEMS F 4 445 FH PEMS development life-cycle
I H BE &S B BT i & PEMS 883\ 58 A0 R R 4T ) B A5 3 .
E. W 3.90,
3.83
PEMS #iA PEMS validation
TETT i 72 W1 () sl 45 s i) . X PEMS 5 PEMS 41 /3 17 PEA0 13 38 . LUBA 22 I 45 05 2 TR A& 1Y
E: W 3.90,
3.84
KAMEZEE  permanently installed
SRR A EREN T AER A& ZEE G TR AR H BT .
16
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3.85
AT H portable
AL BRI I & T E R A S ATl — D AU NG N — A 7 B 3 5 — A b7
b= O A WD B S i U
E2. Z0JREUYIE X 3.63 k.
3.86
B 9E 54 potential equalization conductor
HARSSHEAKERMIEIC R AR E RN L ZREARRIPEMS KT IEL.
e W 2.
3.87
EiRE B4 power supply cord
SRy 424 BRI 17T (] E B Bk A AR BRI A
e R 1~F 4,
3.88
2K procedure
g T AT R BT R P A E IR AE
[YY/T 0316—2016,5E ¥ 2.12]
3.89
iTF2 process
W Him A B A Sy i %) — 2RO A DG SR LA A3 B .
[YY/T 0316—2016,5E ¥ 2.13],
3.90
TRIEERABESZEL programmable electrical medical system; PEMS
HE— AN REBFFRGE(PESS ) ME &%l ME &%t .
3.91
AIRTEBEFFRZL% programmable electronic subsystem; PESS
FT A b B ITH RS LIS T AT A
3.92
IEffs%3E  properly installed
KA i B ST A R AT 1 2
3.93
RIFEMZZ  protective earth conductor
RIP BRI F 5 AN ORI R GE AR IE ) 2k
e WA 2,
3.94
{RIPIEMIZESE  protective earth connection
SRR A B LA B R A AR BB 43 0 SR T SR AL ) 5 4R 10 B s F 1Y 4 4
3.95
RIPIEMIIEF  protective earth terminal
R HNS T £&& SR HEEN . 20
GEAHIEHE
i WK 2,

F B 1 R 1P R M S £ 5 AR AR 4 M R

\<)-

17
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3.96
{R3P$EH  protectively earthed
PR H B IFFS A ER 40 B 07 B 5 R i Ee b v A A
3.97
BE({E) rated (value)
18 B A E BT RS E .
3.98
id® record
I FY iy B 1 235 R sl A A3 T 52 ICTE 3l 1) TR 48 1) SC A
[YY/T 0316—2016,5E X 2.14 ]
3.99
“fN3B4E % reinforced insulation
RAL E RPN R — % RS
3.100
R4 X F residual risk
SR IO B 2 0 15 i 5 R T I RUBR:
[YY/T 0316—2016,5% X 2.15]
3.101
FHEFA responsible organization
X4 ME % &85 ME 8¢ (149 A2 37 000 5348 1 SE Ak
B BB UL U TR R SR T DA — R BB ARG R B — A A MR AR, BE VRIEE
MBEEFA AR A,
2 T EE T HEE MBI,
3.102
KB risk
GENRKEMESZGEEERENSG.
[YY/T 0316—2016,5% X 2.16]
3.103
RUBE 447 risk analysis
FGe iz H A 05 Bk HE g B GIRD IRl KUK
[YY/T 0316—2016,5%E X 2.17]
3.104
KEEFERE  risk assessment
A 45 IXUBE 43 A FlRUBE E A 19 42 0 i 32 .
[YY/T 03162016, % ¥ 2.18]
3.105
KBS risk control
A H PR S I S it e o DA (6 [ A XU B 8 L XU B 4 45 7 A K P i I 72
[YY/T 0316—2016,5% X 2.19]
3.106
RUBEFEM  risk evaluation
WAk T 0% IXUBE: R0 25 5 1Y) IRURS: o D) A7 A DA DR RUBR AT LA 2 PE R 2
[YY/T 0316—2016,5E X 2.21]
18
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3.107

A& risk management

FHT 0 B PEA R4 i RUBG 1) 8 By 5 SRR B M S BRI R Gt iz .

E1 WS YY/T 0316—2016, 5 X 2.22,

2. R TARERA M H Y RS BB AR A R B AR L DL P S AR AR X AT S YY/T 0316

SR (I 4.2.2)

3.108

R EIECRY risk management file

F IXUBG: 5 28 77 A 1 — 418 SRR A S .

[YY/T 0316—2016,5%F X 2.23]

T EAESNIEE A B ST M T A L AR I RS A S R B SR 1 — Ay, 20 4.2,
3.109

RETIEE T safe working load

A B A HR A A IE 5 485 PR IR T 25 %) e R AN ER AL A (BT 1)
3.110

“RZBEE  secondary circuit

H5MBIESS2/0A —ER PR IERR R S 8 5 40 4 5505 285000 23 ke L 5N R BB BB IR TR A=
HH RE YR Y H B

. UL 8.9.1.12,
3.11

B E KT EE  self-resetting thermal cut-out

TE BRI A DCHR 20 V2 H) 5 e 3 33T 4258 W Ik 1Y) PR BT B 8
3.112

"FEE3EE  separation device

BT AR L LB IR ME 2 88381 22 8] 4% i A T S 00 B 55 R 3 - FL Al A i A R0 i s 3 43 i s A
BRI .
3.113

#30 A R service personnel

X ME 1% & .ME % % 505 A R 22256 R0 IR IR BB B REF A ALK,
3.114

FEEE  severity

B GE AR R EE.

[YY/T 0316—2016,5F X 2.25]
3.115

SN/ HHER4  signal input/output part; SIP/SOP

ME & & () — D00 AN 2 B2 R AR 43 1ok 15 Ho At v R B 25 % % B IR 5, i : R L1 sk B
BT H .

e WA 2,
3.116

B—EIRE  single fault condition

ME % & HA — > BEARRURS (19 45 it 2 250 e H s B —Fh AR IR H IR .

. WL 4.7 F13.2,

19
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3.117
B EL4 single fault safe
TEFUER{E A % & N - ME 1% & sl HOAR 1 70 B8 — 8B AR 28 T A A AR A AT 4332 1Y) IRUBE: 1) ok
E 4.7,
3.118
JEFTAY  stationary
LR ERAM G AT — OB BN 5 — DB R .
E . WRFHT 3.63 By Ay,
3.119
Fifmsa%x supplementary insulation
RREIm T B A 468 % 11 b ST 2 2%, 2 B AR 48 2% K U ER B R SR A L T B B AP
[IEV 826-12-15. & ]
E BB BB — B EE,
3.120
"B M supply mains
HAERY SRR . FLAME S ME 18 & 5 ME 2 88 (1) — 384y .
e X AR R RIIREE P L R SR EE R S
3.121
KR EEH tensile safety factor
SR E SR Z AN BB L.
3.122
K38 tensile strength
PRI A i 24 2 T BT e R A2 i B R
3.123
ELimFIEE terminal device
S L A R AR A AR
A BRRTFHEN DS ZA MM ER.
3.124
T EE  thermal cut-out
FEAE IE 5 RS UL B 20 U0 W7 A 2%l g8 /) o U B i L A0 35 4 slg HE  J B ) 26 L IR B A A
AR BR A R N RS e (R N RE R R Y
3.125
#MFa7s  thermal stability
HYRMRTE 1 h WA 2 TRARE.
3.126
iB#=8% thermostat
TR R T A TR ol U B R R A R I B P B AR TR — TR A .
3.127
TE tool
FH R B [l mA T 55 7, mOAE o A A AR S 1 s L
e WML E N AN R TR,
3.128
B2 total load
IR KR E TR AL LEEERB AN g S M S EN CGEERD A L0 oK S8 AT .
1 BhA I BT T O 0 A Y
20
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E 2 2R AR BILAS I F B SCEE IR R A L HLS RE A S A0 A I B2 B e AN R B T RE A
3.129

¥EfbEE  touch current

MR B E R DL AN TEIE S 6F B i 28 2 SR R 3 Al fink S 1 O 52 AR A 28 A1 B B A2 T AR 4R 3 R i
ELMAMEREI TN T —F o iRER.
. ARG S TEC 60601-1 55— RSUR S5 Wb 49 S 78 T L T " AH ) o IR BB W BRSO TR0 GB 4943.1 fR#35—
2y TS B AE (I B R RE B R T OE R R AP R R AR 4
3.130
A H) transportable
W ZRMBAMAE N ARG SBRIEMEE RN M EE R — N E BB FEEK
AR .
T BEHMIKA TSRS FEAORA.
. B 0E X 3.63 A Bim
3.131
{#3£X 15 trapping zone
7£ ME 8 &5, ME &% F (N, sR7E B R4 b s N9 SR B9 B IR B8 70 BE % 2 B8 TF 4K &
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3.133
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3.134
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XU g oA AR AR S T AT, e H B T P iR T RN R 3 0 A A T AR R A BB )
YK

21



GB 9706.1—2020

3.136
AT usability
BAAA N SCRREE S # AR S W B EE S m 0 R .
E WS YY/T 1474—2016, 58 X 3.17,
3.137
A A IR usability engineering
NI NZRAT Ny VBB T Jr PR R A AR P B RN PR BT LR R B R G 55 LAE KO BE LS
AT A,
[YY/T 1474—2016,5E X 3.18]
3.138
I&FE  verification
3 o 4Rt B WAE HE A R T A B R B IAE .
1 ARIECT IR T8 AR R IR
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AR T AT
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AT AN R
—— U AT I I P
[YY/T 0316—2016, 5% X 2.28]
3.139
" TIEEJE working voltage
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3.140
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3.141

WEIRZA  alarm condition
MIRE R — T L RAEE BB B B T A B EkCSE PR AELE I G I 1F DB AR
i REREATREICA B — MR H IR ER .
2 RERSTRESE L I — AR ERE.
3.142
IRE(ES  alarm signal
WRE R G E NG5 BB LR R AT (BUR A AT IR E R
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3.143
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LTI R EAR TS IR E Y A I ERE S K ME R &8 ME RE T .
3.144
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71<<U<184 7T1<<U<184 1 000 2 000 .- W7 1 500 3 000 1 000 2 000

184<<U<212 184<<U<C212 1500 3 000 W7 W7 1 500 3 000 1 000 2 000

212<<U<354 212<<U<354 1 500 3 000 W7 W7 1500 4 000 1500 3 000
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J2U  |2XG2U| J2U |2X(J2U
41000 | +1 500) | +1 000 | +1500)

848<TU<C1 414 |848<CU<C1 414 | Lk 7 3 000 W7 7
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1.06 XU | 1.06 XU | 1.06 XU | 1.06 XU e vz ad 2
<14 140 <14 140 42000 | +5 000 | +2 000 | +5 000
U>14 140 U>14 140 | 05 2, i & AR ME M E

E TR

— A J.6 5L X R E BB — 1 OR R BB I Y T MOPP,

— 4 8.5.2.1 5 .7 /Y T 3 B E BB A R BE A L L RS 3 A B 3 B — EE MOPP,
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®7 MEEENMIPEEAOXERE

IE{E T 1E {8 T 1E IE1E T1E

B E (U) —F W i (U) —F W i (U) —F W

V e MOOP MOOP V i MOOP MOOP Ve MOOP MOOP

V de. V r.m.s. V r.m.s. V de. V r.m.s. V r.m.s. Ve Vrms. | Vrms.

34 500 800 115 880 1408 330 1435 2 296
35 507 811 120 897 1436 340 1455 2 328
36 513 821 125 915 1463 350 1474 2 359
38 526 842 130 931 1490 360 1494 2 390
40 539 863 135 948 1517 380 1532 2 451
42 551 882 140 964 1542 400 1569 2 510
44 564 902 145 980 1568 420 1 605 2 567
46 575 920 150 995 1593 440 1 640 2623
48 587 939 152 1 000 1 600 460 1674 2 678
50 598 957 155 1 000 1617 480 1707 2 731
52 609 974 160 1 000 1641 500 1740 2 784
54 620 991 165 1 000 1 664 520 1772 2 835
56 630 1 008 170 1 000 1688 540 1 803 2 885
58 641 1025 175 1 000 1711 560 1 834 2 934
60 651 1041 180 1 000 1733 580 1 864 2 982
62 661 1057 184 1 000 1751 588 1875 3 000
64 670 1073 185 1097 1755 600 1893 3 000
66 680 1088 190 1111 1777 620 1922 3 000
68 690 1103 200 1137 1 820 640 1951 3 000
70 699 1118 210 1163 1 861 660 1979 3 000
72 708 1133 220 1189 1902 680 2 006 3 000
74 717 1 147 230 1214 1942 700 2034 3 000
76 726 1162 240 1238 1 980 720 2 060 3 000
78 735 1176 250 1261 2018 740 2 087 3 000
80 744 1 190 260 1 285 2 055 760 2113 3 000
85 765 1224 270 1307 2092 780 2138 3 000
90 785 1257 280 1330 2127 800 2 164 3 000
95 805 1288 290 1351 2162 850 2 225 3 000
100 825 1319 300 1373 2 196 900 2 285 3 000
105 844 1350 310 1394 2 230 950 2 343 3 000
110 862 1379 320 1414 2263 1 000 2 399 3 000
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IEETE IE{E TIE IE{E T1E

B (U) —F W B (U) —F W i E (U) ~F M

V e MOOP MOOP Ve MOOP MOOP V e MOOP MOOP
Vde V r.m.s. V r.m.s. V de. V r.m.s. V r.m.s. V de. Vrm.s. | Vrm.s.
1 050 2 454 3 000 2 500 4 147 4 147 6 000 7 504 7 504
1 100 2 508 3 000 2 600 4 259 4 259 6 200 7673 7673
1 150 2 560 3 000 2 700 4 369 4 369 6 400 7 840 7 840
1 200 2611 3 000 2 800 4478 4478 6 600 8 005 8 005
1 250 2 661 3 000 2 900 4 586 4 586 6 800 8 168 8 168
1 300 2 710 3 000 3 000 4693 4693 7 000 8 330 8 330
1 350 2 758 3 000 3 100 4 798 4 798 7 200 8 491 8 491
1 400 2 805 3 000 3 200 4 902 4 902 7 400 8 650 8 650
1410 2 814 3 000 3 300 5 006 5 006 7 600 8 807 8 807
1 450 2 868 3 000 3 400 5108 5108 7 800 8 964 8 964
1 500 2 934 3 000 3 500 5 209 5 209 8 000 9 119 9119
1 550 3 000 3 000 3 600 5 309 5 309 8 200 9273 9273
1 600 3 065 3 065 3 800 5 507 5 507 8 400 9 425 9 425
1 650 3130 3130 4 000 5702 5702 8 600 9 577 9 577
1700 3194 3194 4 200 5 894 5 894 8 800 9 727 9 727
1750 3 257 3 257 4 400 6 082 6 082 9 000 9 876 9 876
1 800 3320 3 320 4 600 6 268 6 268 9 200 10 024 10 024
1 900 3 444 3 444 4 800 6 452 6 452 9 400 10 171 10 171
2 000 3 566 3 566 5 000 6 633 6 633 9 600 10 317 10 317
2100 3 685 3 685 5 200 6 811 6 811 9 800 10 463 10 463
2 200 3 803 3 803 5 400 6 987 6 987 10 000 10 607 10 607
2 300 3920 3 920 5 600 7 162 7 162
2 400 4 034 4 034 5 800 7 334 7 334

8.8.4 I FLAEL
8.8.4.1 ~ HL## 58 fE Fn it #4

JIr A 6 Y 1) 4 5 4 355 4 X B 14 - 75 MIE % 2% 11 F50 1 68 R 2 i 00 110 60 7 4 L s A
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I R B AT A 2K
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b) T SCHE R A8 G 1) P BB TR AR 43 1A 248 G A4 RLER A L2 ALK 2 i ME 3% & 40 4x i, i 0 BRI
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16 h, K55 XTAE S HEA TR A AN A HIR AT D A 2R 80, DA g 2K I
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2 e

B21 ERBFE 8.8.4.1)
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8.9.1.5 HATFHIEHM ME&&
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m kPa A5 1 R A A R
a<<2 000 80.0 1.00 1.00
2 000<<a<<3 000 70.0 1.14 1.00
3 000<Ca<<4 000 62.0 1.29 1.14
4 000<<a<<5 000 54.0 1.48 1.29

1 AHREE MBI A BE N AT 1S R BN A F GB 4943.1 T BUE AR ERLE TR R L 2 000 m Y EE
SEE.

i 2. 3T EE BB R R BN HF TEC 60601-1 25 — g b 1 B0 AR E R T IR & AN B 1 3 000 m
1) BB, I8 B 1Y [A] BE
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" f3FE 230/400 V B 277/480 V,
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BE.
8.9.1.15 " By R B Az I B 53 ) € FE 26 55 A B < 18] B

ity 20 A2 8.5.5.1 BARRERL ARy 2R BB EE B MR S BR . AT 4 mm,

FE. 12 VEANTLIH TS B Ao A b s, A g T BB BE B A ER S ) PR AT AT R AR e R R R A R A
F 13~ 15 VRN ULH] TR AR B 4 (1 [0 PR B 25 L L ob PR 5518 BR g e B U T A P A K TR B BE B 5 B AL
AR H T M TR AT A K

®11 RiEA

x 12 REEMBEHMPEROR/NEREFNESER

TiEEE TiEEE — 1 X 2 W B 44 B8 A ] 94 T 3 58 2 O B 44 G 1 1] B
Ve V r.m.s. & B 56 55 RS EM e e 86 55 RS
NF T NF AT 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 2.4
177 125 3 1.6 6 3.2
354 250 4 2.5 8 5
566 400 6 3.5 12 7
707 500 8 4.5 16 9
934 660 10.5 6 21 12
1061 750 12 6.5 24 13
1414 1 000 16 9 32 18
1768 1 250 20 11.4 40 22.8
2 263 1 600 25 14.3 50 28.6
2 828 2 000 32 18.3 64 36.6
3 535 2 500 40 22.9 80 45.8
4 525 3 200 50 28.6 100 57.2
5 656 4 000 63 36.0 126 72.0
7 070 5 000 80 45.7 160 91.4
8 909 6 300 100 57.1 200 114.2
11 312 8 000 125 71.4 250 142.8
14 140 10 000 160 91.4 320 182.8
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R 13 MERMSRERUNBEENHIFEEROR/NESERR s Un b ooy 2k

150 V<<#rFR ™ 300 V<HRFR W
THERBE FRARM B IR B E<<150 V BEEE<300 V BiRBE<600 V
INFEEET (P B RBEABE 1500 V) (™ BB iR B 25 () BB iR B 25
BJE 2 500 V) BJE 4 000 V)
;ﬁgﬁl Eiﬁg V1.2 R RS 1,2,3 R 1,2,3
\Y% \Y% — MOOP| & MOOP|—# MOOP| % & MOOP|— & MOOP| % & MOOP|— & MOOP| % i MOOP
210 1 1.0 2.0 1.3 2.6 2.0 4.0 3.2 6.4
420 300 — 1 MOOP:2.0 ¥ & MOOP 4.0 3.2 6.4
840 600 — @ MOOP:3.2 & MOOP.6.4
1400 1 000 — @ MOOP:4.2 P & MOOP 6.4
2 800 2 000 —HEF P E MOOP 8.4
7 000 5 000 —F 5% P & MOOP:17.5
9 800 7000 — 5§ % B MOOP 25
14 000 10 000 —H 5 & W #H MOOP. 37
28 000 20 000 — & 5K % ¥ & MOOP . 80

FE T B B 20 WV A BUH K 28 &V U L A A9 T4 BB IE A9 FR S 18] R AT LU o % PR v o DA 3

. RS BRI R O TR L IR Y DI RE

WL T A R0 — R B X 7 L TS O 1 K TR B4 R R 0 4 1

® 14 BEIIEREBTIRIRMEIREEEER. W EIRRS A5 M mESERE (K 8.9.1.10)

HRFR I B iR R IR 150 V rom.s.5{ 210 V d.e. <#RFRF BB E FEf o e =, 18] BR
<150 V r.m.s.B; 210 V d.c. <300 V rom.s.BY 420 V d.c. mm
YR 1,2 HRFER 3 HYEY1,2,3
EEIERE | EEIERE 1B TIERE — 1 MOOP | i MOOP
A \ \
210 210 420 0 0
298 294 493 0.1 0.2
386 379 567 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 1 006 0.8 1.6
1002 1 080 0.9 1.8
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x 14 (80
FRFR W R B JE 150 V r.om.s. 5% 210 V d.e.<<#RFR M B iE B E [t B = i8] B
<150 V r.m.s. B 210 V d.c. <300 V r.m.s.B{ 420 V d.c. mm
Y 1,2 VTR 3 HPAEH 1,2,3
IEETIEBE IEETIEBE IEETIEBE —#H MOOP W & MOOP
\% \% \%
1 090 1153 1.0 2.0
1226 1.1 2.2
1 300 1.2 2.4

TR AE R 2 b BT A A 0 B T A R (I L SRR FR R M S

T RN L R O B AR AR ) R R PR — A R e A L b A 2 W (AR L Y BT AR AT v B X R 8
BEIUA 56 A R T i 1 A5 1 B S BR OO T — F B T ST SR AR B B B HE BE L K ML B I A 2R 13 P de /)
RS E B B R/DESER.

F 15 REBEAMNBREFNHIPEREANR/NESERKR R 8.9.1.12)
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R R B BEAS
I/ERIE W BB B RS E<C800 V ;kﬁﬁﬁg%ﬁﬁ_gl 00V | fa=2 500 Y AL PRSI
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IR A E<C300 V) R oY £ iR FE
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VUE(HS| Vrms. | - | pjE | & | WE | & | ME | & | WE | & | HE | - | WE
Vdee. | (EFZ) | MOOP | MOOP | MOOP | MOOP | MOOP | MOOP | MOOP | MOOP | MOOP | MOOP | MOOP | MOOP
71 50 0.7 1.4 1.3 2.6 1.0 2.0 1.3 2.6 2.0 4.0 0.4 0.8
140 100 0.7 1.4 1.3 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 2.0 4.0 0.7 1.4
280 200 — 1 MOOP:1.4; % & MOOP;2.8 2.0 4.0 1.1 2.2
420 300 — T MOOP . 1.9 ; 1% T X 2 /E 2 1 Bh 3 48 i - 3.8 2.0 4.0 1.4 2.8
700 500 — @ MOOP.2.5; % & MOOP5.0
840 600 —# MOOP:3.2; }j & MOOP:5.0
1 400 1000 — @ MOOP:4.2; % & MOOP5.0
2 800 2 000 — H B 5 MOOP . 8.4, iAE I, 8.9.1.13
7 000 5 000 —F i T MOOP.17.5, i85 I, 8.9.1.13
9 800 7 000 — 8/ E MOOP 25,4 % 1Y, 8.9.1.13
14 000 | 10 000 — W P E MOOP: 37, A% I, 8.9.1.13
28 000 | 20 000 — T 5 W & MOOP.80,iA % It 8.9.1.13
42 000 | 30 000 — & o} % & MOOP 130, % I, 8.9.1.13
. BREBE R B T OC TIRE L P B S RE . A RS — A R A TR O TE K T I R R B4 Y
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Virmes. s Vde R ZR Ll Rl
I,.1.1Ma, Mb 1 I a1 b 1 I} Ma s b
25 0.5 0.5 0.5 1.3 1.3 1.3
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 2.5
200 6 FH 235 22 s 1.0 1.4 2.0 2.5 2.8 3.2
250 14 H, ] B 1.3 1.8 2.5 3.2 3.6 4.0
300 1.6 2.2 3.2 4.0 4.5 5.0
400 2.0 2.8 4.0 5.0 5.6 6.3
600 3.2 1.5 6.3 8.0 9.6 10.0
800 4.0 5.6 8.0 10.0 11.0 12.5
1 000 5.0 7.1 10.0 12.5 14.0 16.0
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[1] TIEC 60050-151:2001 International Electrotechnical Vocabulary (IEV)—Part 151 Electri-
cal and magnetic devices

[2] TEC 60050-195:1998 International Electrotechnical Vocabulary (IEV)—Part 195;Earthing
and protection against electric shock

Amendment 1 (2001)

[3] IEC 60050-441: 2001 International Electrotechnical Vocabulary (IEV)—Chapter 441.
Switchgear, controlgear and fuses

[4] IEC 60050-826:2004 International Electrotechnical Vocabulary (IEV)—Part 826 Electri-
cal installations

[5] IEC 60073 Basic and safety principles for man-machine interface, marking and identifica-
tion—Coding principles for indication devices and actuators

[6] IEC 60086-1 Primary batteries—Part 1: General

[7] IEC 60127-6 Miniature fuses—Part 6: Fuse holders for miniature fuse links

[8] IEC 60309-1 Plugs, socket-outlets and couplers for industrial purposes—Part 1:General
requirements

[9] IEC 60317-43  Specifications for particular types of winding wires—Part 43: Aromatic
polyimide tape wrapped round copper wire, class 240

[10] GB/T 16895.24 AW HLAEE 5 7-710 34y AR BRI AT ZR  BEIF

[11] IEC 60479-1:1994 Effects of current on human beings and livestock—Part 1; General as-
pects

[12] 1IEC 60513:1994 Fundamental aspects of safety standards for medical electrical equip-
ment

[13] IEC 60601-1-1:2000 Medical electrical equipment—Part 1-1; General requirements for
safety—Collateral standard: Safety requirements for medical electrical systems

[14] TEC 60601-1-4: 1996 Medical electrical equipment—DPart 1; General requirements for
safety—4. Collateral standard: Programmable electrical medical systems Amendment 1 (1999)

[15] TIEC 60601-2-4 Medical electrical equipment—Part 2-4; Particular requirements for the
safety of cardiac defibrillators

[16] IEC 60601-2-49:2001 Medical electrical equipment—Part 2-49: Particular requirements
for the safety of multifunction patient monitoring equipment

[17] 1IEC 60695-1-10 Fire hazard testing—Part 1-10: Guidance for assessing the fire hazard of
electrotechnical products—General guidelines

[18] IEC 60721(all parts) Classification of environmental conditions

[19] 1IEC 60788:2004 Medical electrical equipment—Glossary of defined terms

[20] IEC 60990 Methods of measurement of touch current and protective conductor current

[21] IEC 61000-4-11 Electromagnetic compatibility (EMC)—Part 4-11; Testing and measure-
ment techniques— Voltage dips, short interruptions and voltage variations immunity tests

[22] 1IEC 61010-1:2010 Safety requirements for electrical equipment for measurement, con-
trol, and laboratory use—Part 1: General requirements

[23] IEC 61140:2001 Protection against electric shock—Common aspects for installation and
equipment
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[24] TEC 61258 Guidelines for the development and use of medical electrical equipment educa-
tional materials

[25] IEC 62079:2001 Preparation of instructions—Structuring, content and preparation

[26] IEC 80001-1:2010 Application of risk management for IT-networks incorporating medi-
cal devices—Part 1; Roles, responsibilities and activities

[27] 1ISO 407 Small medical gas cylinders—Pin-index yoke-type valve connections

[28] 1ISO 5805 Mechanical vibration and shock—Human exposure— Vocabulary

[29] 1ISO 8041 Human response to vibration—Measuring instrumentation

[30] TISO 13485 Medical devices—Quality management systems—Requirements for regulatory
purposes

[31] ISO 14708-1 Implants for surgery—Active implantable medical devices—General require-
ments for safety, marking and for information to be provided by the manufacturer

[32] IEV-DB:2002 International Electrotechnical Vocabulary

[33] ISO/IEC Guide 51:1999 Safety aspects—Guidelines for their inclusion in standards

[34] ACGIH Threshold Limit Values and Biological Exposure Indices (2000 handbook) ISBN
1-882417-36-4

[35] ASTM STP 1262 Environmental Toxicology and Risk Assessment, 4th Volume, Editor
(s): T.W. La Point, F. T. Price, E.E. Little, Published 1996, ISBN.0-8031-1998-4
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[38] EN 563 Safety of machinery—Temperatures of touchable surfaces—Ergonomic data to
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[39] ICRP Publication 60:1990 Recommendations of the International Commission on Radio-
logical Protection, Annals of the ICRP Volume 21/1-3, International Commission on Radiological
Protection, 1992

[40] MIL-HDBK-217:1995 Reliability prediction of electronic equipment

[41] NFPA 53:1999 Recommended practice on materials, equipment and systems used in ox-
ygen-enriched atmospheres

[42] NFPA 99.2002 Standard for Health Care Facilities

[43] UL 1439:1998 Test for sharpness of edges on equipment

[44] UL 2601-1:1997 Medical Electrical Equipment, Part 1: General Requirements for Safety

[45] DALZIEL, CF., LEE, WR., Re-evaluation of lethal electric currents. IEEE Transactions
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(abstract) , January 12, 1953, 1978

[47] GREEN, HL., Electrical Safety Symposium Report. Department of Health and Social Se-
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[52] SCHWARTZ, SI., SHIRES, GT., SPENCER, FC., STORER, EH., Principles of Sur-
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[55] IEC 60332-1-2 Tests on electric and optical fibre cables under fire conditions—Part 1-
2 : Test for vertical flame propagation for a single insulated wire or cable—Procedure for 1 kW pre-
mixed flame

[56] IEC 60332-2-2 Tests on electric and optical fibre cables under fire conditions—Part 2-
2 : Test for vertical flame propagation for a single small insulated wire or cable—Procedure for diffu-
sion flame

[57] IEC 60601-1-11 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 in the home healthcare environment

[58] IEC 60601-1-12 Medical electrical equipment—Part 1-12: General requirements for basic
safety and essential performance—Collateral Standard: Requirements for medical electrical equipment
and medical electrical systems used in the emergency medical services environment

[59] TIEC 60601-2-22 Medical electrical equipment—Part 2-22; Particular requirements for
basic safety and essential performance of surgical, cosmetic, therapeutic and diagnostic laser equip-
ment

[60] IEC 60878 Graphical symbols for electrical equipment in medical practice

[61] IEC 61010(all parts) Safety requirements for electrical equipment for measurement,con-
trol, and laboratory use

[62] IEC 61558-1 Safety of power transformers, power supplies, reactors and similar prod-
ucts—Part 1: General requirements and tests

[63] IEC 61558-2-4 Safety of transformers, reactors, power supply units and similar products
for supply voltages up to 1 100 V—Part 2-4; Particular requirements and tests for isolating transform-
ers and power supply units incorporating isolating transformers

[64] IEC 61558-2-23 Safety of transformers, reactors, power supply units and combinations
thereof—Part 2-23; Particular requirements and tests for transformers and power supply units for
construction sites

[65] IEC 62353 Medical electrical equipment—Recurrent test and test after repair of medical
electrical equipment

[66] IEC/TR 62354 General testing procedures for medical electrical equipment

[67] 1EC 62471:2006 Photobiological safety of lamps and lamp systems

[68] 1ISO 7396-1 Medical gas pipeline systems—Part 1: Pipeline systems for compressed med-
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ical gases and vacuum

[69]
[70]
[71]
[72]
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ISO 14708 (all parts) Implants for surgery—Active implantable medical devices
ISO 15001 Anaesthetic and respiratory equipment—Compatibility with oxygen
ANSI/AAMI HE-75:2009 Human Factors Engineering—Design of Medical Devices
UL 2556:2007 UL Standard for Safety Wire and Cable Test Methods
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