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ERESKE ERESEFEAEMAMESIEFN

1 SEH

AFRUEE T 454 GB 9706. 1-1995. GB 9706. 1-2007 1 GB 9706. 1-2020 1% FH 1<, 4 £ A% FH
KRG (LUFHEFCON ME B4 ME 240 DLRENTREBAEASA R fRIRR . &b, BE RS+
KAEER G AR, SO AN, DO EIr et #7578 & REH GB 9706. 1 RF&1T, ESH &
B AR AE AL B BB B RS BB, T AR AE R

APRHER S T — L H AV AR, XEREW K F GB 9706. 1 ARIRA . XA HERITS,
T R0 922 5 ME ¥ 45 B ME. 28 4838 [ IR/ i AS 1) s v SR 186 6 5% o

AFRAEEFECL T N2

—— “JEHER” , AR GERZR, UK

—— “LHERT VAR ER S OME RS EME RN E L k. XS B ER” —
[F) 48

. fEHRIIEL, E A & AR,

AFRAEAE T VPh ME %45 ME RS a I Ath SRR & I T2 B A S S AT A bRk

AAREAER T ME RG4S, 55F ME REE4L%E, W GB 9706. 1-2020 £ 16 &= .

AFRAEARE B, H0F B4 ME #4550 ME R 403 Ui 3K

P 4 BRI e Ul BRI DR TR AT B 5 IR S5 RS BT 1 & R S 157 & B e v i A P I b e o 15
M, EAERAT AARAE IR Z /T, PPAL AT SGE B & B A B E F R .

AARE IS H TR B

PR ARG HE SRR A — 34, GB 9706, 1-2020 23K il it 75 I 5 F& A4l 78 7= i (4438 FH 73 i PR B 4% ME
WERBME REatE. fERARE SRR —y, fIER T RCEME T IRFET, REHE X
ME #4458 ME RS0 % H B

)3 P AT e AE A5 R 10 B A B A B B SOt A ST BRI v AN TV, B AR RE LRI . AR
FRUEFEft T — SRR T

AKREAS THUI 5 S S 1A 0 1 T 5 1) o o SR ) s P 90 A R XA 1) TR B N ), B S B mT 35 B s

m—

JE o
AR B2 R T 5 T AEAT 10 3 P AR S 5 P A 22 SR JK R 2 WL GB/'T 16895. 24,

2 MuMsIAxH

N SCA ) A R B A S R AR S RS 5 ST, I EOR T AR ST () 82 2 b AN R )
JURVE B 51 SO, A B IR RCASE B T AR Ml A H IR 50 S, Hsofhioas (f
FEETA B ) & T AR

GB 9706. 1-1995 BRI R/ 5 1 #F7r: Z4@HEK (IEC 601-1:1988; IDT)

GB 9706. 1-2007 B AW & 26 1 #i7r: 4@ ZR (TEC 60601-1:1988; IDT)

GB 9706. 1-2020 EEfHH/ W& 25 1 #7r: AR ENBEARVERAEH ZK  (TEC 60601-1:2012;
MOD)

GB/T 5465.2-2008 W& HEEFTS (IEC 60417 DB:2007; MOD)

GB 4793. 1 P& F2MIANSLIe s Fl R WA M 222K 55 1 &> A 2R (IEC61010-1 Safety
requirements for electrical equipment for measurement, control, and laboratory use—Part 1:
General requirements)

[EC 61010-031 WM& #=HIFSLLS = H AR A M Z AR5 031 #5r: M EANHF+F
AR LA ) 245K (Safety requirements for electrical equipment for measurement, control
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and laboratory use—-Part 031: Safety requirements for hand-held and hand-manipulated probe
assemblies for electrical test and measurement)

GB/T 17045 HE 5 B 7 %% B A1 ¥ 2% 19 @ H 3% 4> (IEC 61140 Protection against electric
shock-Common aspects for installation and equipment)

IEC 61557-1, ZZift 1000V FIELL 1500V LA F R AC B R 46 Y F 022 A — B 9P e i ik, 0 4
WS —5E 1 #4y: BHZE SR (Electrical safety in low voltage distribution systems up to 1
000 V AC and 1 500 V DC-Equipment for testing, measuring or monitoring of protective
measures—Part 1: General requirements)

3 ARIBFENX

IIIARERE S T AT

e FONERBIMEEARR, #4508 X5 GB 9706. 1 HHIE A FTIX 5l .
3.1

Al fih & S ER4Y accessible conductive part

ME ¥4 bR 7 KRR LASM 38wl il S 1y, BROE O R A e SRR 1), BRORT ARl I B AR e R
HINFHH
3.2

Mi#E accessory

H5¥&— M HI &, k.

——ILBITREA A i

—— R R IE A B e i

—— T A

—— IR R MR RE: B

—— A LT, DMES BRI R R R

[SKiE: GB 9706. 1-2020, 3. 3]
3.3

BEMISC{E accompanying document

B ME 32 ME R Guali B ol 1051, HNA S T ATHE T B EERAENE R, Rl XT
FeAR TSR MR .

[SKiE: GB 9706. 1-2020, 3. 4]

3.4
RZFAER45T applied part
ME 4% E2R 7 SE ME #4488 ME REcIhEE, fEIEW AN &2 BE A S R E .
[>Kis: GB 9706. 1-2020, 3. 8, MHFRE, FAEATRMGB 9706. 1-2020 A £ (1) N 2 AH K ]
3.5
M EER R A applied part leakage current
16 F MR AR ALL R A CInSa& D 2 (Al H i
—— RSy, DA
——AMFE AT i e T LA
HHF AR ES 2 b A R 5]
3.6

| 2£ class |

X LT B AR FEFE AL 2, SR TR 1 5% 4 T fih 22 350 0 B PN 38 4 JE 5 o AR 4P B M I B o 22 4 T
o5 i Tt 1 FRL S TBE A o

[SKJE: GB 9706. 1-2020, 3. 13]
3.7

12 class |
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Sof B T B P AMN AR FEFE AL 2, IBH AL T XU 248 2% BV i 5 2466 25 1) B 222 4 TR 185 e P L S04, (HL
A R B b 5 et AN ARG T 22 2 4 1

N G RIRItThRe Bt T e Th et S 4.

[KJE: GB 9706. 1-2020, 3. 14]

3.8
BZE configuration
& TR R B ) ME %% 80 1 B Bl % &, 8L ME &% 518 ME R4 1T H AL 4
(¥4 B AN L%
3.9
AR EIEREEREE 2% detachable power supply cord
JERAT I R A L, FROIE D E ) g8 B G A8 S AR R A B 2R
[RiE: GB 9706. 1-2020, 3. 21]
3.10
st RER A earth leakage current
FH R B R BB 43 i Bl i 4 G N R iR S 2R I FL L
[RJE: GB 9706. 1-2020, 3. 25, HiEi: MIkk 7 ThaeBah LB fid ]
3. 11
BS%L% electrical safety
FZ /M GB 9706. 1 Wit AIA /™ (& / R g AT BR il B iions B« A0 FH 2 s At AN 7= A 52w 1 BT
P, XA B T R A AR
e XEM R ONEARTEEZMRE. (30 YY/T0316-2016, & 2.24)
3.12
1% %W equipment leakage current
AR EL YRS 73 22 DL 38 43 A0 N L ) LA -
a) DRI APSERT il X E R RSy (CEEVEMEAGE) , B
b)Y AbhsEnT il f T R A RN R Ay (L)
3.13
FBIBEE GEzh) MAER4Y (FBINFHEER4Y) F-type isolated (floating) applied part
HRFERS ME W& HARES 7 A RR S I S A 2, RS R RS A 2, 2R B AN IR RN B &S
BEAE, FRRE N T A R S (R, Rk ] ) F AN R I AR U R A VR
. F RIS FERS A2 BF BN 43l A2 CF B 45
[KiE: GB 9706. 1-2020, 3. 29]
3.14
IhEEEFE functional connection
AL AR 77 B, IR RE S BdE. e i iEsz.
A EEEOEBEREGE, TR —AEBEA, BAMENIIREEEEE.
[Ri: GB 9706. 1-2020, 3. 33]
3.15
A inspection
S UE PR X GORAS A T7 2R
3.16
HNEBEE internal electrical power source
WA —H5, HHEEAMEER SRR, RERAIZHERT LRI,
Bl ARe. PUMEE. OKPHARERAZ AE .
A REBEIRE R LR & NI — AN E A R AR, R ETEE— AL IR .
[KiE: GB 9706. 1-2020, 3. 45]
3.17
ST EE | ine—to—earth voltage
2Rk TR S Hh 2 (A L
[RJE: IEC 60050-195:1998, 195-05-03, 1&5: ¥ “HLER4AE RIS HEH” By “H” ]
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140 3.18

141 WE RIS mains part

142 THUHH 5 4 B PO R 322 11 B SR8 4% 1 LB 4

143 SE 1 PERER T T S A B O R B 3 D — R P M S 1 AR R A

144 2 AR E NS, AWARIPIES 2R ETEIRS 10— A5

145 [Sk¥E: GB 9706. 1-2020, 3. 49]

146 3.19

147 e RSk mains plug

148 55 B 15 A% 1 LR AR B 2 A A — 1R B ] e s R AR, 4 N TR R R

149 [KJE: GB 9706. 1-2020, 3. 50, HBR:]

150 3.20

151 MEEEREE mains voltage

152 Z AHEEER N R G0 N AH 2 2 [R] B AH R g R A 2 5 1 2 2 TR] 1 R s

153 [k GB 9706. 1-2020, 3. 54]

154 3.2

155 {RF maintenance

156 — Y1 T8 ME % £ 8 ME RGRKFEEUK Z 21 1EF TARRES AR ME R E (BB 1
157 4.

158 3.22

159 #I1EE manufacturer

160 XFME & Wit g BaEskibrid, I ME BRGEMALE, 506 ME &% 8k NE RS 1z 71 5t H
161  AANBIEN, ARIXLEIED)E HHIL BRI E =T PaT.

162 E1: IS0 13485091 L FI“Asic” J: H5. ENRIEERY;

163 —— R TEEE T el A e -, 5L

164 ——Fii TR T A

165 XA RE T 2R E A . FAR UL BAIE UL T, BS5EHSC L. EARHET, ZM A Abrid
166 L BEM s

167 SE2: Bl AAEN O S 59 ME &M ME B GEf 5OR T k.

168 3 EfhEh, WRRESSET EAMEE, WA N2 HIER .

169 E4: MYY/T 0316-2016, 5E X 2.8 ARk k.

170 [Sk¥E: GB 9706. 1-2020, 3. 55]

171 3.23

172 ERABRSE®E (MEi%%) medical electrical equipment

173 HA R Ry B ) 8B 3 4% 128 BN AT A 2 BRI I L B AL 1 B/ e B T AR e . XFEIT AR X
174 %

175 a) HE—fREMBEMNAEAZ T rERE, H

176 b)  HiliEr 5K EHT:

177 1) XEERZK . BT ElEd, 5

178 2)  VHERBURE . P ERE

179 S 1: ME SR IE 5L th i 7 5 S ME 3% %% 78 IE W 156 R IR s 75 A B

180 S 2: JEAERTA TR BT SEE R AR F R B AR R AR AT A A E L (Bt LR AN S TR )

181 S 3 HIEEARET B AEN IR & A E L, HEATAYE GB 9706. 1-2020 3& I AITE FE P -

182 [kJE: GB9706. 1-2020, 3. 63, #MHFREIEHANE, FAEAT R GB 9706. 1-2020 A B (1 P 240 ]
183 3.24

184 ERABRS %% (ME &%) medical electrical system

185 TEFER M HUE T HINREEIZ el F 2R A] B E 1 TR & WA S, dEah 06—
186 /& MEi&%&.

187 FE1: AhRUEP BRI B A B AN B HEMEIR &

188 3 2: ME RGUEFEAE & i 2 X ME R G07E 15 5 8 F i B b 75 B B2

189 [SkiE: GB 9706. 1-2020, 3. 64, HN%E —ANF]

190 3.25

191 T modification
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PRI SC AR SR AL S0 B 58 ME R GRS AT
F 1 ZEAEE WA ARG, FONEE ST ME W& B ME RS0 SURTE B8 I SO A U .
3.26
Z{UIGERE multiple socket—outlet;MSO
A — a2 A AL R, BEMKERLE. Lol ME & Z M, H T At atea M s sk
E g
G BAHEEETT DL — AN B R TR B R R — 4
[RiE: GB 9706. 1-2020, 3. 67]
3.27
AATRENEE R 2R 2% non—detachable power supply cord
5 4% ] 5 R FLYR AR L 2
3.28
IEEIRTS normal condition
P PRI fahe CGIED B4 B4 it #RAL T T2 5 (IR
[KiE: GB 9706. 1-2020, 3. 70]
3.29
B EIfE patient environment
BE 5 MERF I ME RGHHHAFE B E Sl & ME & &5 NE RGN 2 BT Rg R A A =
B TC R A AT AR 2 6]
e T2, B EURTT A RR SR E R . B DA T RSB R I I B R R .
[CRJE: GB 9706. 1-2020, 3. 79, 4 jniE]
3.30
HBEEIFHEAR patient leakage current
—— NBEEFEL T BFERAMBER, 5
——(EBE G FH I ANk B IR R AU B R A BT B EE T F BN ARSI
HbL ) LA
[KiE: GB 9706. 1-2020, 3. 80]
3. 31
KAMZREE permanently installed
55 e o] FH K AT 1 7 A B AR, 2B R A TR A BRI .
[RiE: GB 9706. 1-2020, 3. 84]
3.32
HELEE % power supply cord
N EE R ER P T (] R B Bk 7 FL & BB A .
[RiE: GB 9706. 1-2020, 3. 87]
3.33
RIPIE# S 2% protective earth conductor
RiFE iR T 5N R T e RGAE R T4
[Ri: GB 9706. 1-2020, 3. 93]
3.34
{RIPIEMEFE protective earth resistance
ARART AT i S T R > 2 TR FERH . SN T e H ), IR EEER o #8 S R g et 1 AHIE, 5
—— [ FLYE A Sk I ORI R A E, Bl
—— & FLR N R PR R PB4 UAHIE, 8.
—— 5 L 7K AAHE I ORI I 12 RAHE
AN T D L 0 R R I A o 5 DR TR ) FEL R
3.35
RIPIEEHDIF T protective earth terminal
NAHPYE | RS T B AEE R T o %0 U IS R IPIE S SN IR L R R
AHIEFZ .
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[skJE: GB 9706. 1-2020, 3. 95]
3.36
2ZfF putting into service
F ME B4 B ME RS 54T 5 A 2225 5 58 — I i A .
FE: IXTTREAR R — N I
3.37
FEIEAMEMIR recurrent test
T A VR EAT VA T PR I R A R T T B P 3K
3.38
Z%E{H reference value
FH T VPAR 5 R0 v AR 1 EUE
FE: IX G T R LEAZAS B HEAT IR E 1
3.39
1&I8 repair
AMRE 24, ThRg A IE RS R B 8 it
3.40
FH1EJ responsible organization
X4 ME & 2 8% ME Z% 14 FH A1 4E 40 1A DT T S qk .
A BPISRUL, E TR DR — R ER . MEIGREITS— ML SRR, BE, BE
FEHREHE TR —MA.
2 RS T HE M.
[SkJE: GB 9706. 1-2020, 3. 101]
3. 41
EFIRS servicing
TE il e 23R B A ME 4 B0 ME RS S M IRFE R 256
3.42
B—HIEIRAS single fault condition
ME &% & R A — BRI XL G e 2, B8R I —Fh ek IR IR
[SRJE: GB 9706. 1-2020, 3. 116]
3.43
HE M supply mains
FLREIRYR, HAMEN ME & &5 ME RS H—H45)
A XWAFERER G LSRRI T B R R R RS
[skJ5: GB 9706. 1-2020, 3. 120]
3.44
FERMEER touch current
MR BB EIZ LA AL IE B F I 2B 2 SR & vl fl 2 AR B, &AMk A T AR R IPIEI S
e NHER B AMNT ) 5 — 3 i TRER R -
A ZARESIEC 60601-158—hFIEE R 1 <sh il A IRl AZARE RS2 T RIGB 4943, 1RFF—3, W
T IR BEIIAE I RIS K B T IR R ARIP R 4
[Sk¥E: GB 9706. 1-2020, 3. 129]
3.45
B I FHER4> type B applied part
56 GB9706. 1 X T ML i AR FEE A E 223K, LR T BHERERMBEHIBERA VT ERT
NI . .
SE1: BEURIFIERSN GBIT 54652 1 5840 (R SRbRic: s IHFBIBRES IS, W GB/T 5465.2
5841 (1RB) skbric.
F2: BRENARSAEEEZERATOM.
[>Ks: GB 9706. 1-2020, 3. 132, 2053F: 1, LAEARSE K N H &8 70 A7 bR BN H &8 70 755 N 25 .
R 3]
3.46
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BF RIS FH&R4> type BF applied part
56 GB 9706. 1 XF T Hd B4 F25 & T B BUN SR e I EE R 1) F BRI ERSY
SE1: BF BURZAIERSY I GB/T 5465.2 1 5333 (R D ebiic: Bua £k U3 A bR SR F 24555, A GB/T 5465.2

15334 (45 AR,
F 2: BF RIS FERS G & B T LB -
[ORJE: GB 9706. 1-2020, 3. 133, ABXE 1, PAELAAERE K W FH 0 3 R s bR EUNLFH #4890 (R0 5F 5 A 2o
FRiE 3]
3.47

CF BN FHER4Y> type CF applied part

54 GB 9706. 1 X6 T s oy B4 FL B v T BF BURZ Ry L SE MBSk 1) F BU FR &R 43
SE1: CF BURZRIERS I GB/T 5465.2 1 5335 (O SkbRichs B2 W V2K A R B8 FH 348 5, T A GB/T 5465.2
15336 @ SKbRic.
[Ri: GB 9706. 1-2020, 3. 134, E0500E 1, LAHARSR B S F 873 M5 B BN 3673 A 5 N2
MHIBRYE 2 Ay 3]

4 B

4.1 * BRAEX

PURERIEH T

—— AT HTIAL,

—— AR, A

—— & JE R

TR B N AR UE R L U (5 B, DUEXT ME 84550 ME RS0 1) 22 S PE AT VEAS .

I RS i AT AL S B (LGB 9706. 1-2020 1] 7.9.2.13) &

BT 7 R FE T 1 3 7 1 A A U2 B B S 1 A e R K

XTTME R4, HIERFR)THETT RE SCHERNEREMNTTE (ZAME D .

T SR )36 T AR A 0 B I IR S5 SR, L& 2 L AR I T R o A IR S5 TSR . 38 24Kl
FREFEHA IR T-XF T A S TR AE M FTHR A58, & XU BT GB 9706. 1. GB 4943[2] .
GB 4793[4] DA 4yt .

. BRE M T AR 57 AT 7 T DU 24 oo i 450 25 A A XU DEAG R SR8 el i e

555 B R HHA IR SO FE ) A, 1A BB 6 R AR BE GB 9706, 1 LT A i
ME % &8 ME R4 .

XSGR N B AR N RBAT o BEAT AR e B G ST AR S 1B 2% SRR IS i B5 I, PARO A e B
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17 IEC 60335 (all parts) Household and similar electrical appliances - Safety

[1]
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[3] GB4943.1 [ZREHEA®S %4 H 10 EHEXK

[4] GB 4793 (FrAA#7r) ME . P FISese s H i R A& 1 %2 22K

[5] IEC 61557-2:2007 Electrical safety in low voltage distribution systems up to 1 000 VAC and 1 500 V DC
- Equipment for testing, measuring or monitoring of protective measures - Part 2: Insulation resistance

[6] IEC 61557-4:2007 Electrical safety in low voltage distribution systems up to 1 000 VAC and 1 500 V DC
- Equipment for testing, measuring or monitoring of protective measures - Part 4: Resistance of earth
connection and equipotential bonding

[7] IEC 61557-16:2014 Electrical safety in low voltage distribution systems up to 1 000 V a.c. and 1 500 V
d.c - Equipment for testing, measuring or monitoring of protective measures - Part 16: Equipment for testing
the effectiveness of the protective measures of electrical equipment and/or medical electrical equipment

[8] IEC 62020 Electrical accessories - Residual current monitors for household and similar uses (RCMs)

[9] ISO 13485:2003 Medical devices - Quality management systems - Requirements for regulatory purposes
[10] YY/T 0316-2016 Pey7astl — MU 30T 2257 48 bk s .

[11] GB/T 16895.24 #HMIH/ALE 5 7-710 ¥4 R EBIAMMMER BT %

[12] IEC 61010-2-010 Safety requirements for electrical equipment for measurement, control and laboratory
use - Part 2-010: Particular requirements for laboratory equipment for the heating of materials
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