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Medical electrical equipment—

Part ]: General requirements for safety

FgF—BE # *x
AAFHEZR R A ERE T8 R &M IEC 601-1—1988( ER BRI E—F 8 . £L2BHE
KYCGE O REE -5 #1T(1991-11),

1" EREEFEY

1.1 BHEHE
AAEHEE T EAESEE % 2 2. 15 WE SONESR.
ERAGHFESRELTE, HEhaE - BE5EeH XN TRETHER.
AATHE RS R IR 45 T AR BN BT 9 5 B2 20 T TS R R A R
I A 2 SC o P B 3 B A L AR MR TR S N A R SR SR SR PR
1.2 H#
AR EMEREN ERR SR ENRAEHER FEVEFESRELARELLERY
HEAH
137 &R
2 FARHE DR S T A 8 AR
1.4 . FEE%&t
MR
2 RiERE L
AR N R TR A B
“ 1 R R 3SR B IR BT e o PR O A A
—— By 5hid] ,
AT TR R A AR R M A TSR A BT 0 T SR S AR
“REZ"E T NER A AR ST I R ER R TR, R R .
“al ik B ST B O 1K B SR R o S X IR B 1 T s
2.1 RS T O ‘

22.1.1 BT FLE  access cover
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2.1.

2. 1.
2.1

2.1

2.1.

2.1.
2.1.
2.1.
2.1

2.1.
2.1

2.1
2.1
2.1

2. 1.
2.1.

2. 1.

2.1

10

"
12

13
14
15

16
17

19

B
AR ey 4 B E8{E  accessible metal part
REHTENTEMBIMRE EHEEBE. 20 2.1.22 &,
{4 accessory .
o B X% 4 AT BRGS0 RS MR R E S0 B RS R RRE  BUOY IR
S MW MR R FEN M EOBESTFESRE-EERKER .
BEHL S accompanying documents
B 5 4% 50 B4 T YR B ST A B AW IR S O T IR R R E R E R MR 2 RER
HIR L FR AR A R RAIFOR .
W B34 applied part
W& h R AR A AT BB M 2T A EEREE AN IREN. TR
Wit £, & FIARME AT 0 5 3RV AR S R A FR A 45 B A ER 1 R IR
Xt T R 4 i, F B B #R4 BN BE iR & NIRE, — B P S FR B BT AL GE # AR R AL FH
EO Ry HIE (L 2.1.7 ZRE D.
#b5%  enclosure
WEMSNEE . BIE
—— A O i R 2R R BE AL T B R R 5
— ] fil B a5
—— iR B TR 7R S AR A A R R R SR R MER TR,
F AR (E3 A4  F-type isolated (floating) applied part (UL FRI# A F BUR B #4)
[R5 45 H At 4% 30 4340 K86 B 19 7 R B84 » BE 4R R A B 7E Y A ER 4 F st 2 TR A 1. 1 A5 IR M M
o ER B, L A U L 2 — R S I R A
XM .
HESEJE  internal electrical power source
BT IR W IR A& TARRT A T A AR LT .
HHE live
ok BT AL BORES o 24 L5 i R e A R R A VPR R TR A LR (FE 19. 3 &
LA AT 7L 10 3 I 2 PR 12 0R 4 B FL A R A R R
ARHA.
W B JEE 4> mains part
B S TE St VR S R BT B B R XS, RAA R ERFREN
R A 8 — A CLE D,
AEH.
AERA.
BEBE  patient circuit
B F R — R A H FLBE
AEH.
BiiPE  protective cover
IhE B — BB A BB AP R, B LA B I R A B A B T AR AR R A
{ZFEM NE4r  signal input part (SIP)
BB — AN RS (AR FIER 4, B A E iR 2 BB E S B ESUE R Bl 8 BR. D
EEREBEEGEZALE D,
{ZE-4 3 #84>  signal output part (SOP)
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2.1.20
2.1.21

2.1.22

BEH TS ETREN AL, AXmEES B RS ERERBIRE, GlIA BR.EZR
¥igab 2z HOLE 1,

Ky i

fitH 1% 4% supply equipment

MR — IS RERMEHENRE.

] fi % FR{4  accessible part

A T RBPA] A R B R & 34

2.2 WHRBHUGHIO

2.2.1
2.2.2

2.2.3

2.2.4

2.2.5

2.2.6

2.2.7

2.2.8
2.2.9

2.2.10
2.2.1

2.2.12

2.2.13

2.2.14
2.2.15

2.2.16

i
AP Bli% 4 category AP equipment
LR BRICU R BT SR EER, UREZRBRREIE SR & EFE R EREN R
IR
APG #i% 4% category APG equipment
S RIEUA R CHEBFEREER URESFBRREISEHELERWER & EFER S
PRIBHIR B IR E T
1 2K1%4% class | equipment
G FPARNUKEEFGELZ, TEEERMEZ2RPHER, CRXESHEEEPEEMR
MR BN TREZER EANERHENEERELEZRETBARASHHRNIRE R
& 2.,
I 284 class I equipment .
STEFH PR K ERERBE, T EEFHNELZIINRBEBENHME 2R,
ERH R R, KT 2R A FNIRELE 3.
KA.
HiERT OB direct cardiac application
KR S5RHECREERESEERNER.
AERH .
BHi%i% 45 drip-proof equipment
HAMFERERT 1L W RE R A R 22 1T I MU A1 & (I 44. 6 %) .
AXH. '
%% equipment
W 2.2.15 %,
B ER%E fixed equipment
B EERRYASEM TRENFEME L, B R TRFAEIRE.
E3FFA® A hand-held equipment
EWERANFEHFREENIRE.
XA .
EHBSIESL medical electrical equipment [ A & #F A% % (equipment) ]
¥ —%IMEEMNEAZT —IMER MERETER T REHTESE IG5 REF, 58
A B R A B A R (SR 1 B 5 SN B B R, () R 8 4 2% R
BHEENBERRE.
#3hik % mobile equipment
EEAGERHE, TURRE SR FRELRUN FEN— ML BRI Z— B
BEhi . :
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2.2.17 KAVELZEIK%E permanently installed equipment :
Hte WA AEEEF ERSKEEN RS IMEETXHAEH LR RN,
2.2.18 TW#EH A XS portable equipment
T 4 Bt B o AY TR R A TE] BT — N A B AR E A — A BB 55— A o 9w
BAIHRE.
2.2.19 A*%H.
2.2.20 BHFi&i%4 splash-proof equipment
AN AL R I B RO B R B M 22455 (T (R 446 56
2.2.21 dE#BhIF L stationary equipment
REEARE KBESTHEN - MIEBIF —MIEWIE.
2.2.22 KEKH.
2.2.23 TW[#3hiRE transportable equipment
FERESHEHE HEN LB S 4, HEHWERFHBEHRBWEE.
Bl . B sh i &M A B A
2.2.24" BAIRHF type B equipment
3t T R B R R R
FAHEEE:
BHRHER
— R EREE GER M E .
2.2.25 BF &% 4% type BF equipment
A F RN R# e BRIRE.
2.2.26* CF #li¥4# type CF equipment
MG P RERINEESSFRERE TS T BF A&, HAF FANHRIHE
#o ’
2.2.27 T~XH.
2.2.28 ViK% watertight equipment,
BA R RN EM IR A KON R IE KPR AK T BB R BN B KE & B R
£ E QM ER AT 44.6 ).
2.2.29 RHIHEIEIRSE internally powered equipment
BB R IREAT BT R & o
2.3 #%
2.3.1 ®WSEPE air clearance
P FH I A REE R
2.3.2* HEA#H% Dbasic insulation
AT I bt i g R A E R A XK.
2.3.3 JeHLBE® creepage distance
A SRR 2 R AR AR KT M RSB AE
2.3. 4 WEHZ double insulation
HEABE BB R AR LR,
2.3.5 W~RH.
2.3.6 TRH.
2.3.7° 1NIR#EZ% reinforced insulation
AT # e B SRR R BN M Y B B AR M T AR AL E R TN E B,
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2.3.8

Hh4 % supplementary insulation
RS 0 T 2 A e 5 ) o T S G, 4 B AR A G R A B el SRR R e T B B B

2.4 ®JE

2.4.1

2.4.2

HHJE  high voltage

LTt 1 000V ZEHiEK 1 500V B 1 500V W # /.

B mains voltage

ZARAE A M P RIS (B B L IR, B AR M W A R 5 PR Z [ L /R

2.4.3" REe¥FMEE safety extra-low voltage (SELV)
ERZERREEESSAENAREEEN KT SHEMBE, BB S, 4T E
BB BT E A RN, BEE RS ERBS 25V HERBERELT 60V 4R
R B E.

2.5 HLf

2.5.1 XHUH I earth leakage current

2.5.2

2.5.3

2.5.4"

2.5.5
2.5.6

HY [P0 o, P AT O 2 o B O 2B G RN IR BB B SR A IR
YW H I enclosure leakege current
MAE IE 5 P e SR 1R 3 B RT il R i S AP SR AR (LRI R BR A1) SN 5 iE BT A
RRIPEM FRBA KM ST IR,
WM leakage current .
EEEERR, THARBERCEE X ST HRBEAE TR ERANBERER.
BEMSB MR  patient auxiliary current
IEH o A B B AL T 5V 7B R4 B4 2 18] a8 A oL IAL b L R B R 7 A AR AN . B B
RS mEHRR . B THEHNARICHHBER,
KA.
BERHER patient leakage current
A R Ay e TN HU R H U L SR B TR R E B R A I — AR AN L R Y B T
MWEBEZ F RN EBMRARA R,

2.6 AT AR S

2.6.1
2.6.2
2.6.3
2.6.4
2.6.5
2.6.6
2.6.7

2.6.8

2.6.9

XA

AFXH.

TheeiEH 54  functional earth conductor

REDREM I THFEOE D.

heeE ¥ F  functional earth terminal

AR5 0 Bt o, o B ) R B O AR L S E R S A Th AR B A9 T R A R O AR
A F OLE D,

ARA.

B A H S48 potential equalization conductor

BEGHAKERUYEGLREAEEN FL.

{%T}f’?ﬁﬂﬁ—?p% protective earth conductor

RIS F S5 IMR R R REAENFLLE D,

RIPIEHLER T protective earth terminal

RELHNS 1 KEEIEBEHEZORF. 2R FESRPERF RS INERPBER RS
MERLE D.

{4748 H  protectively earth
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Fdr H i R SR HER) 7 i 5 R P s T A I

2.7 WUERGH

2.7.1

2.7.2

l.\)l\"
™~
N

2.7.9

2.7.10

2.7.12

.7.13

215
7.16

NISIEXRIN
~

2.7.17

7.14

R IEEEN a;,)pliance coupler

AN TR RV EDR 4R B 28 5 i & AT R 8 1, i DR — T R TERRR , 75—
TRBEENETFRMAED A S, '

& BEE AIGIT  appliance inlet
BHEEZEEEPSREEFE-ESEEERS EMFFCLE 1 FE 5.

AEH

B R HEJEHE S auxiliary mains socket-outlet

W LA o o0 L R A 9, AN DR BDT LA 1) B AMR & S A R & i It o B A dR 4k e
AE

S W iER  conductive connection

il % L Ao A Ao 2 TP O oL O R A R R S

PR BRI E 2 detachable power supply cord

WA iE YA AR SRS AEM B RL (LA 1.2.5 & 57.3 &%),
ARIESR T2 B external terminal device
F 5 HA IR 4 E T B SR R IR AR S TR .
B EZy W B JEfi B fixed mains socket-outlet
LREAERAYSEE TR LAY E 02 R S e TR 36 B2 (LA 5D,
HiEM T3 interconnection terminal device
W& N IRE IR S I R EE RN R

P EJEZEHESY  mains connector »

WEEHRE PO, ES R M MATEA R R — ik S S E . B R

R ARG LR SRR Z P OLE 1B 5 & 57.2 %),

B JE4ELk mains plug

5% & 0 i TR R R — TR K B A A BN B E e TR A (L 5D

o B R IRER SR % H  mains terminal device

St MR R ERANELR TEEE D.

AEH.

REA.

AEA.

B P E  terminal device .

SRS A RS, TR U LA AL ER A

BIEF 4% power supply cord

S 1 I o IR (B SRR IR R M ECRA

2.8 ZIESE

2.8.1
2.8.2
2.8.3

2.8.4
2.8.5

AEH

AEH.

LR EAES  safety extra-low voltage transformer

B R R SRR E A S RS R A Z P U BEREL SRR EHEEAERL
BEE, HE LAY TREAGSMBEZNRESMASATEEI LRE.

AFH.

AEA.

T T - ‘
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2.8.6

AEH.

2.9 EHREEMRERE

2.9.1
2.9.2
2.9.3
2.9.4
2.9.5
2.9.6
2.9.7
2.9.8
2.9.9
2.9.10
2.9.11
2.9.12
2.9.13
2.10
2.10.1
2.10.2

2.10.3

2.10.4

2.10.5

2.10.6

2.10.7

2.10.8

R E BEHEESEHEEM) adjustable setting (of a control or limiting device)
BEE AR LA SN IRE.
XM .
AF¥H.
EEREEHEESBEHEZEER) fixed setting (of a control or limiting device)
NTHHBEEREERFRIRESBUUENRE.
REH.
RRH.
SR BERERES over-current release
L% Y A TR A, R R R S L B T R R
X
KA.
BB HHIEes  self-resetting thermal cut-out
R R AIGHE B ShEF Bl e M M 2% .
XA .
W EEEE  thermal cut-out
TEARIEWBITH, U B S RS/ B R R R RSB EREMNEE, R ERESEWN
A R B N RE B B O
{E{E#% thermostat
AL IR B BURIE HI 8%, TEEH TAER W FRE AR ERSFCEZ A, T HBREER
EREMRE.

R EWIETT

#7  cold condition

BEWBE, 2B KA EABFRERENFEFHRE.

JELEIZST continuous operation

BisE BT N RE I8 PRE 9 o B TR R A 32 47

BB N A HELEIZFT continuous operation with intermittent loading

W& —EMENAEERZT, AENA MR ERE, AR AL &I K E A BZTHE
J + T B Jr 6 V) Bk e ] LR 4K B IR A2 AN B KR R Z BOE TR

SR MEBAZELLIZFT  continuous operation with short-time loading

WR—E M M ERELT, R A IF B ERE, UB AR SR B KR fRRETHE
B+ T B /5 o 1) B e ] R A A<, R R i HIB R I B BT IR

BEEE  duty cycle

T At B) 55 A ()0 BEFS ) 8] B B 18] 2 F0 84 1 25 T 7 B 18] 0 (] Bt Bsf 1) 38 R A AL BY , W% —
A R 8] Y P R I

[Bl8kiZ1T intermittent operation

B — R F AL 89 A8 E B B 2 AT RS, B — A A — MR ER R R E S e B
i A BB 1T A BE J5 W 1 % B R S VI T R B

IERIRZE  normal condition

R 22l ERL TRFMmRE.

EHEA normal use
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2.10.9

AR HET, GEHREESTHE R EMNEE U REURE.
IER W properly installed
W) LR RLEN S E XL T RN EREEBIESFURESE D),

2.10.10 #&6FiE4T short-time operation

2.10- 11

W B RS, EEHE RN EHE N, TEEERBE N EOET, &:847 E B & 195K
B EAE S, EIE RF B HBLE.

B EERA  single fault condition

BENAE - NZ2HPEERAHE K AEA MBS B RS 3.6 &),

2.11 Y&

2-11.1

2.11.2

2.11.3

2.11.6

2.1.7

2.11.8

2.-11.9

JKEiRS K /7 hydraulic test pressure

ARG 45 BB, ARIRR ARSI BEMES.

BAAHFITIEES maximum permissible working prosseure

M) SR SE B BRI P AT E R E S .

B/PBi B minimum breaking load

P E R E R BB .

FES1GEE)  pressure (overpressure)

H K EEEREWER.

e T HVEBAT safe working load ‘
EFLRFAME R B ER, RS SRS WM REE T HN RS R B ST LFFAFm
BRES.

TRBE  safety device |
Bk BEMEOREEZINEBTEREEERARATREYRERELELER 1%
.,

BESENE  static load ;

o DR) I B o el T 5 RS A9 R LA SR 1R BT 2 ) B K BT MBI AL FITH XOR R L
HIE A58 50 B8 B0 B8 ot 2 B, 06751 % 18 B B R Rl v B

T RA¥  safety factor

B/AWRBE SRETEEFZH.

HEAF total load )

HEBH S EERRET d s SR = £ 0 18 Al .

2.12 HAft

2.12.1
2.12.2¢

2.12.3
2.12. 4
2.12.5
2.12.6

2.12.7
2.12.8

AEH..
B HRiE(BEE%) model or type reference (type number)
BFAE XFAGRFERAGA S FLURAR &R,
WFR(E) nominal (value)
e N EHEFHH AZNE, FI0 M E EMRHRE BETHRKRER.
H#  patient _
BEZEFRFRRESISTHEY ST,
AXH.,
AFEH.
KA.
BE(E) rated (value)
A T X4 B AL RE B SO AR AR (S .

f

-
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2.12.9 HF%5 serial number
PHEMESREN & TR THRFMEOR MRS
2.12.10 HEH X  supply mains
ARATER G IR, B AT LA XS A bRk 7 B AT i & e
AREBOEERT FFRE LAARLRN B RS,
2.12.11 R*kH.
2.12.12 LA tool
oK S [ sl A T R B A, AR AR B AR S 88
2.12.13 @A user
8 4 ik B ) AN
2.12.14 2% emergency trolley
H o A0 -1 IR S R AR EL IS R AR e A B R I R
2.12.15 HZEXBEHHBMES  flammable anaesthetic mixture with air
HREME AR T A RE SRS I B SR RRE S = IR & . SE R SR T EME ,
SRMEFERREERNERLSTZ[RWRES TENSERIBEEH SRR ST #F.
2.12.16 SEHKXEBENL L EREHHHRIIFES  flammable anaesthetic mixture with oxygen or nitrous
oxide
BENEAE 4T SRR ER SRS S ERELLAMR &,
2.12.17 #fE# operator
BIEREHA.
2.12.18 LA HFHEBIMER safety hazard
HEgixaslEnxE8E KA M EARF R EREHEA.

3 EAEX

3.1 (EIEHVOTE VR VIER RIS IR RFREH, RS EEREM e —RERAET
Nl EA U EEBLBM AR, WA S5 ZEFETBE N HEO RN L2 TEMER.
3.2 A%A.
3.3 AEH.
3.4 BF MR BCEEMTE SUR AT AR bR AE R IR B 1 R A SR BB IE I E AR R SN L & BE,
DT U, BILEE 54 &,
3.5 kA .
3.6"  THEBR R SIER R AR B BRI .
a) WH—RRFESRE =R,
b) WH-—-REEFXMBEIFD.
o) FRINAHAS EHA AR EEREZR.
d) FEMAZFESHEMEA—MEEREREZRD,
e) HESRELLZRSWSHBREHES SRR ERR.
£ TIREGIRE 4 A G R A B TR (L LD .
g)  FIRETIHR L4 7 TH fE B A LA A (R B (L SE I 8) .
h) iR PR ) e R (LSS B
D OARRELE 4.4 K,
A B — BRI S T B S 5 — A B A R A B T A R A R R — A — AR

ot
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3.7 FMHEANTIHE R KL A
a) WHEHAZTLEHIEE;
b)  maRAE %R <A E
o) FEE W Bk AR Be W RIT B kT T .
3.8 EHBEHEIARBIERRE.
3.9 BRAEHBLEH A5 AATHLRE ST AL BER WA BEEHRIFBY 42 3% sl B 25 1 T LRI 52.5.5 %),
LR F AR fE P A O B AR I M R ARET BA M A A E R, -
4 RBREEAEX
4.1 A
ASRAE P AUE AR AR RRE . (RIS E E R SR B ERE— B R L3IER
277 S K 208 2% L TR 2 R A A TR . ’
4.2 HERAE -
BrAEAIRMED ST HHE AR ELIRE . 85 A F a0k 84 BT 8 B A R R IR
5.
4.3° FER¥E
R AR B0 — A RE AR 2 R 25 0 00 B SR AT RS . AR SRIE O IR B oA R .
4.4 T
— H SRR B e EAR AT E T OO AR Z R SR E AN EZEY
R HFER R ERENTHER,
38 o A A AR T X M T S B E A T A A ER,
mic. SRR ETHNFACECET RS EEAPIEE NALEEFERYEE TR
(3L 56.1 %),
4.5 HAERE.BE.KSE
a) YRR ECOHEEERRSESITFZEAEE 4.8 ZTHHE) M H T I HERTIRE .
— I BIREE:15~35C;
X 45 %6 ~T75%
—— KA JE S :860~1 060hPa(645~795mmHg),
X TR R RS S R IR F IR &AM, F 1 3 EM S AR AFRHEEIN, FEIL
PE R A —HE Y — R BN LE D,

#F1 HMEHRIEH
a b c
®E, C 20+2 23+2 2742
CAEARE. % 6515 5045 6545
KEES bPa 860—~1 060(645~795mmHg)

b) BTSSR AR R LA S AR Y IE SR TE
o) TEFERERERFFAEL T IRR AR AR MO8 IR R A B IE
4.6 HAhkM
a)  BRIFAARHE A A ME . RAEERAMEIE TEZMA THTAR BFR 6 RAE B

HE
b) AEATE AT e R P R B R W i, 7 ik B e R OB T B T 3 A R R B T A AR



