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T

CEEFREREERFNATE, HEANE AN REN R SRS URE R R L EH
X, AEREEMMRAMEIE. ATRIEFFELHER AN EFHEREDS, SR BEESSRA
ANSI/AAMI EC53:1995+A1:1998, #38 $l ¢ 47 W AR ¥ 325 .

A AR RS 5 E AR #E ANSI/AAMI EC53:1995+A1:1998 46 T FHE K .

—— AU E A B XA RO B P R RS BER );

—— B TEANKERER, DA EAGENOCRERMSBELEN K TE AAMI RBEHK G, 8
FEOHEET AAMIRERGE . o 42 E 3 SCRRIG I, AR 5 58 1.0 68 e, 25 0 S8t
2R A BE AR RIS B R B R B R B R SR I8

——ANSI/AAMI EC53:1995+A1:1998 F &M B SR #40 FAF F 7= BB A1 5 F/D B b fa 2, B

HETAFGIERA N CR BT FNE S, TieEE HF FEMER . EHEESH,
BB EFIENBUIAMR R B &
REFSLEFEN B RN SRERHAERE WRERE;

o Y o B W, 0 (e 5 B B9 2 R e ]

—MIER ANSI/AAMI EC53:1995-+A1.1998 B & BT S fIB| =,
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BB SRR FER

1 EH

AAREE T YY 1079—2008€ 0 65 5 5 40 ) 47 ¥ 7 2% S 60 M 5 7 45066 0 36 454K R 0 o
(ECO WM B BB E SBS,

L1 ARERENESE

FIREEE - KEEANSKENTEIFRARN SRR AR RNELEETEHTHEARRE KX
FHREEFNEATHEY - RRRKRE T REEWIREZE AN ENIREEHEE . “EH
TRRSRL “ERT-REEANIRL I EATTEEFANIRE”.

FREFHHREAFNERNRIELGETHFAUTAENZSAMEEABRTRITH. ERER
AR B T8 2 3 P AT

AEER R BHABASEENSRREEREET N LN (ERBHERETIH EAK
¥®Oo,

1.2 AREFREEMNEE

EARERENRERNEATEANCEERMIRE, AIOKPELERE BUEE . FAZ
MOBEEELREFHAERFENTEHRZA. ROB KPR A EaFENBEAnEE FRE
B PR AT R I ST R M T . BRAES A HLE , XA B R R SRR A BRI A
R,

2 MEMSIAXH

TR TR H N ARLAT M, LERE NS AXXE, NEFHNERAERTFA
. LERAE BT A, KEFHREBEFENER O EATEAXS.

YY 1079—2008 .0»eE W H{Y

ANSI/AAMI ES1:1993 BT #5M 89 % 2 FiFR{E (Safe current limits for electromedical apparatus)

3 REMEX

THREBRESGERTAXHE.
3.1

HAEME cable assembly

ATHBEZERICBEBEFNN, AEREBHBEM/RRA-IMPERARNERRGANG. &
HoBAAHH-REREN—4EEIHRAR. SEEATUSEEELI T . RES T HEFAHR
—MERAG(— B RMIPRELME) .

. 3.2

B4 EE cable yoke
MFEBREN I, THEEFREEA.
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3.3
— R ERAXS disposable
WA ARMNRERTEHE U BREFHN=R.
3.4
LHME flex relief
HARSFKRKAH L EESR S BTN, A T 07 1L 445925 fi % s 8570 S B R 8 R IR
(FTRE SR M EE R —E) .
3.5
& %R instrument connector
MFEEREMEPICRNEES BB AEER BN ERRHERE.
3.6
S EHSHE instrument connector receptacle
BN L, FRAEERBANEES.
3.7
K3 {Y monitor
—MATHEBRA/ RERLBEESHLBTE.
3.8
B &Y  patient end termination
BESKEGRAKELEER O EBBMEER.
3.9
BEESEHLZEHER  patient leadwire connector
BESRA L 5B REHEENEES.
3.10
BEEBELZ patient leadwires
My BEAN—RETEERREED —ITER,. F—HlEd 1 LeHEEEIESIRE.
FEGRLAEESREEE MAFEHTMEL.
3.1
AESHEAN™M reusable products
MHABNREFITHE RS BREFRANT 5.
3.12 v
ZH sink current
M EMBRBFE LN, RARERESENEMATEHHER.
3.13
F{HME strain relief
BHANREREAH L EESSESHEENR S AT XS/ EESWESE, LN TFEa
BEMER AR E RN NN EERE L EE.
3. 14
FHEE trunk cable
BEHGFPHAENBEERA—NPEN . RUEFFRAAREBHTL. B, BoH—KiEE—
MIEREEOUERBERRR. S —HEA - MREEERUEREPX.

4 Ek

4.1 ERRKEFEGHRR

MEABEFHREEEATHRRIREL” “ERAT - REFAN SR M EHTUEAEANS
2
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BREVHIMRE, 1.1
4.2 BREEX
4.2.1 BRFEGERATRESER

HNEFRWAFRENEMRETNEASHE TREOEETIRE:
FHE(RFFERXRIBELE NS YY 0828—201 1.0 M HF N B A MES BB MFENER, 48
RRIBRAFRRA R - KEEA(RTEREAIN.

4.2.2 FRAMNSEESREGERTRERRSD)

NMRFER RN RENE SR E EAARR N ER 2 — X & R ARE % KR e, IRl 6 A
FHoAth 77 2O AHRL B FER R B FR AN B A D, BIAFS YY 1079—2008 MER . EBRMEMIRER TR,
. —HAERRAGRER.

4.2.3 BERBRLARNEECEATHESRLD)

MRBEEE G RIFESWBARE, WEESFKEMHNREMER YY 1079—2008 B ERT
EFHir ARG, IREAERRALNEESREEEREATLHEN . KA RBARBANEE
Kuntr LEAAR,

BELRAETUMEALTWAE @M R.L.FERMEHGIRG. fHIERFTHEEEESRRE
WARE,

43 BERE . HBEMUFEHER
431 BERHEB(ERTWESEANSER)

FHRAERMEEFRENAEARZMEA 5. 3. 1 TR BT HEBMEE 30 K.
—HRREE KRR RASERENOBETEL;

—WRBER 20 R B (B AR )

—WER 10N HRARN(EATDER.

44 REREEKXK
K A RS MR IINAF A IR EER,
441 REZREOREREGEATIESEEANSES)
FHEMBEEFHRENAAERSE 5. 4.1 FikH EO KH 20 K.
4.5 MEER—FIBRLMEESEE
E: RREMHEFRERN SRS SRAATRR, KRR O AN FRENFEERERZHFTFER.
451 BIREBEEGEATRESRLS)

HEEFBREZSERAMAE EXHABRARENEERSHERE, WA MM RERZAREE
(rms)1 500X (1£10%)V Ji% 50 Hz M IEKEE, £ 1X (1+£20%) min AR KL, &EMZEM
BTEERKXCL (BHERBOHEZM.

WHREAMHENEBRZ 5 000X QL1000 V KWERBE, £ 1XA+£10%0)s BARK4ETE. &
ERZEMETHAEEE-BHEXMFRSEERBYSERLZM,

HFNEXRERREZNBHREMRAET  AFSFARBNR L RSN EREETERHE

3
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0.25 mA,

4.5.2 BEBRGERATAEASERLD
BERL/FREAAHHEEWARMT 10 pA,

4.5.3 REBFGERTREZESD

M/ BESRKAGI RSB AZ ZREIFE K (60-5) s BRI BN R , B2 101 % 35 7™ 4 9 BHLJB IF 3%
BERAFE YY 1079—2008 #L5E B FR{H .

4.5.4 BARRERERFGERTRESRL
KEN 1.5 m 8 SER0RHIT 7 4 (R R 75 B 8- A R 50 pV,

4.5.5 REEZR BUASKE BESRREEVURZELRTHMENTHSFG(EATIESE
2 A A1 S ERERD

REEZFSTRAERL FEASHEIRENERL BEIRRSPRAEEMERL.
DERBERREZSBERAMEEL W THETNERZR I HERENTH, SHERBRAEN
(£90°), 81 30 & /min,

R REERR BASKS BESHRAEEBUREELRSHNENTHES

REMNE 8¢/ %) AEEHEHKRE
Sk REH 10 000
FHEFGER
—&E RiEM 5 000
S BRE(FH) 30 5 000

4.5.6 BEEZEBNANBEEERTRESEKE
WL B e T BB AR R 2 BTR B B A7, B WZ /1R AT 60 s
F2 BAERNAEMEER

—_ -

- ?ﬁ Tﬁﬁﬁm
FHBIREEESR &M 68
FHEINIREEER AEH 68
ERHEHE FEH 90
BESRRIBESRREESR 14 32
BESBRRDBERE 14 32
BERRLME 23 46

45,7 EZEJ/NBRIHMGGERTREEREERZ)
HASSEKRAEZERNBERZER 3 ERABHRKE.
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REME —kH KREO AEEMEH (REO
FHEEERD . .
. AER EiE 1 000—— £ L4
FHASBE FAEA—FEH 1 500—F 43
IEBERHKLE 30— BL 1 500—— S BELE
BERN 30 1 500

REZRZE EEMNEAE 4.5.8 f14.5.9 HER.

4.5.8 B

THEMEZNER B HEENBRHABES 1.0 Q:
— EBRBESRAIGHETLRE;

—EREBHIARSHE.

4.5.9 ERBFNRFNERATAEIERSD
4.5.9.1 BESHEREKF[IIRYUASESR
W B SR OB R SIRY , A E H A R AT B S AR 8 BRI B

ALF 5N,

4.5.9.2 FTHRAREEEBICEERBRE
HEEERSBNOMANN AR SEESHEENF I ARSEESERTHERBEFELHIHK

BB E) BB/ (BB MALSTF 32 N,

4.5.10 BESKLEHGERTRASERL
BESRKIKNERBENFER 4 PHESEKIMEAENER.
R4 BESEZRE

B RAME
Q

FEREKE

cm

&R
(Bl s>

BRY R
(B &R

HNYR
(Bl

0~31

1

50

300

32~62

1

50

350

63~93

50

400

94~124

50

450

125~155

50

500

156~186

50

550

SRR R

187~217

50

600

218~248

50

650
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5 REAE

5.1 ERAREEY

FERETRERENGE L EERWARFTENSR. 2P 2 FENFHSHEE 4 By
G5 —— XL CBIINAT LA 5.5. 1 MIRB T ERRERBFHE 4.5.1 KER).
e WREE ERRERSRTUEARRR SHR T ERSHN, THEALMERRRATEHRIE. FRXR
HEBHURBEEEITERRRNBELENELEE,

51.1 RBiE&

B, ERUT RGNS
———AXWERER, TUNE 10 pA, BREH 1Y,
——— A BRI, BB A E A 1 500 V4% 50 Hz MR E, BRER+10Y%;
—— M REEEMIF B, B 20 s ¥ 32 wF MEATRZ 5 000 V;
— —AREER R E AR 0.1 Hz~100 Hz 8 4 3 dBUFIEHR 6 dB ZR), BE 43
10 pWVHIES . ZMBEMNBABETZES 1 MQ,3 dB FOFE W IEERRE N +5%,;
—— AN EET MRS, TLEE R B, 5 S 905
——— ML ARER &, TR A E RN E S 136 N B85 575
—— MR/ RIBR, EOHE T I
o EHWMBEEEEI0X1+2%)V;
° RMHEEAMMEMLE 10X(1+2%)V;
o EMHMHOIXAE2%a~1XA+2%)MAa.

5.1.2 KM

BRIFAHAE Bt B A LRI ZE 1 MHz SRR A TR N 5% AN R RR N, LA AE
MBI EE RREEN 10X BHBEREERL5%.

5.3 HABES

BRAR DA RLE AR AR5 0 08 BB B R0 196 5 30 B X 0 v P £ 5 A W 2 YR 0 B
+2%.,

5.2 REERNFEK
5.2.1 HEHFREER
R ERIE 4.2. 1 KA At
5.2.2 FTHYPgHNBZEMREER
M RERIE 4. 2. 2 HASHE.
5.2.3 BESEREETHERENFREER

MBS EE 4. 2. 3 WS,
6
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5.3 Wi HESEHLEEMOEA
5.3.1 WERME

W 4R KR L GE PG A IR I A 2 1 B0 A % BT 50 25 TR AT T /R R R TR Ak 2 )
R REREKES. BERT. SHA%¥FHRELZ ORI 4.3.D., BAMSRIAETXLBFZ
BB RENRGEEREW, BRAHNFESTERNENTEER.

54 REERMHFAH

5.4.1 EOXRH

HREEERRUHITHEHT 20 RBEF K EL BT, BERBE FBRN A& FIRHENE WA IR
SMPERER. WRMKEFEREAKRER, TRATH EO KELE BEHEAE 4 C~57C
i, 7 10066 EO FREEL 1 h; BB ETE 34 C~38 CH,ZE 100X MEO HEBREL 4 h; ER
BB, ENBELE 5% ~T502ZH, £ EO RBZATM AT RAEKERNAET .

55 MEERNTAE —THENEESES
5.5.1 BNHERBEE

BEERBKREERERA B I B AR BEERSHEER, UTREEREIHERE
4.5. 1 MEMEK.
2 GHR-CLARRR.FAR I HRANREEE. HX 5 SR ERAMPRAAE4HTRBN,F
WML B ML
b BE-BERRR AN BREKREEREN. FHE 2 ARNAREK.
o AN BIERR FARBNEERBNEERG S BIRE R RREBN LB EES
ShFO BT, HRIE 3 FiRER K.

BRI EREMR a

. < <
5 -
1 500V (H3fH) i
(EEK) ' {& REN K %
50 Hz ! puzt: 20 0) FHsIH
RER !
l 1 l _<
b <

%

Bl SEK-SBEEMNEBENMREERLLBEULL5.1MS5.5. 1




YY 0828—2011

REM R
vy A\

[ I B Pix: ]
1000V (H 5({H) » FHIH
50 Hz B BRdk

EEN
RESH ER B
9 _“lﬁﬁ
2 SR-RESNREERREHOL 45 1H5.51D)
%imiﬁﬁﬁ\a
gﬁgﬁi’éﬁ
- _( <& B#©®
b= AN ] —~
B #5 000V BBl Lo Fis
R REEN < Gaam
_<
@a @

=

B3 ANIMBSSRNREERRAR(EATERESRMR
REGIHNRAZZD; BELERAREHNRAZEQ)

5.5.2 #E®EH

WBTA B AR AR BRI R 220 X (1+20%) V B FE, 5 R A 4 9 5 38 oy 53 4y
BEAFNE 4.5.2 R, TRHEMEEIHRN SHEMFEME 20 cm. R4 EZI MM F 0 BN
HRFITBE.

(A
24
SOOH\ZIAC U

—_——— e e e e L L T e

/47 BT

B4 EERREHERE

5.5.3 REARAA

WESNBER KB REEERANMBS WM. C RIS A

BRE S PR BEESUNEN SRR, REEEBRNTESIHALBEEHER. Fiak
8
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- T B B E R YRR TR B .
LEBHEERINMET 5000 V,RAEHEPEFRMESE, XK 3 K, BKRAMGO+5)s, B
FCBI B e 44 1 B I RE RN 360X (1420%)],
S 3 W ARG, B AAHHEREEARBAT 104K 10 Q PRAE. ML SHE
ERULSREZRR.

i T
A B I |
T ‘]’ EREE 1 paan waEEs
R1 R3 ! ] ;
N i
R l 400 Q ' i
s1 " || ]
5 kv 5 000 V Lo 1]
60 A EXC /J
/77 7
< R+RL
T11 0 S R2
100 Q
L
25 mH
BEYe
32 uF

RL AR BR M E W R B L
E: ARBHERESEXHMOER, B P HTHFETUER.

B5 BREEH

5.5.4 HHEMSREBRS
WEFRITEI AL RERAHETRE RS, RBRBEME 6 Fix,

ERE
. - 41t
T Tk 4.3 ko e
: 1.5 mEHRRES - —— 14 3 ko
1 K 4.3 kQl*Hft
@ TR
ae
]
24D -
= RE S
S Rk
ae
B
0.3 m 1.2 m : 0.3 m

VS ENERKERN 2.1 m(@ENEATFRASE).
B6 BARZTUERMEERE

RABAEER L2 m MR TFEE L5 m KL, EEMN—5%,3 BESHRIFBE 4.3 ko
My PG .
i EMAMBAESER @I 5 SBAELREZ D M,
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ERANS M HEFHRAESERERIARUSHNEIBR AR AR, KESBABE
0.1 Hz~100 Hz EEAH FH 3 dB(EFEHRER 6 dB), B=KFESERLFHE B 57 BB R BH

e
ISR AR R B R A, UK L B B R AR 5 T R 4 B R BEAR B 22 AN ORI AR X2 K
#7E 0.1 Hz~100 Hz {EE A 50 3 dBUEMEHIHER 6 dB) , =K ESEXXERILHNFHED

TN A B H i
¥—EBET O3 mKEAER O BNEYEETERATR . KEYREZMBLARFE.R)E

BHEET.
AR U B B R - (H IR R AR KT 50 1V,

5.5.5 HEEER. RUSKE BESKRAERBESIELRTHNENTHFS
BREERENE TR, B1K£0.6mKNBAREATHES L.

B EZ MR
(FEEEEHTL)

/P16 cm

. ERfiAkEm. HARENERBUTHTUR. ARIBAERN PO TRENME L.
B7 TmEREXBREE

10
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ERRTHEWREERNE B, MR (SR ER DN TRETF 0.3 om, WEW R

RFHBERRN 2X AE5%N, HREERHENFOERDKATF 0.3 cm, WEHFAARHE &

HE.
SEE= 10X3.141 59X d?,(+5%)
THRBELZMENTMREHETES AR D, — KRS XM T A 0 90°, [ 2 3

—90°, 5 B EEF 0°,

HBE LA T AR f] — RS DL B R A B4

AT R Y R K e B L A N 50 % A k-

— AL LR A B B

— SRR S Rk A e %, 5

— RS AR (BT BRI E Y IR 3 om KR A RS, EAFEF R R
F—EERD .

5.5.6 mOIEEMRMHIEE

HUTRBRSREX 2 ATHRRRBESTHE 4.5.6 WEX,

HHRBAN —RETIRETEET, RRESBRUHE,

R RURRSSRECRE SR ZEWER. R E, GE R s
el B 45 B il 14 O 1)

ICRFPECRAHM BN AE NN . BEFRE B NSRRI N NS, RS
ARFF TR B LA B A7 B R A 0 S e

s B AT o — o 1 50 24 AL e 4 e -

— EE SR AT R A 0% R L |

— AR LR A s B B R

— EESTRSFRZ AL G,

5.5.7 EEBERRY

METEEBERRESHEENREEESRSUE BRI RN URRTES N5 %
L EAFHRADREIT. KIARBRN O REERE BAIRE BESHE SRR EE
Ld, SNBEEBMMTMR 4.5. 7 BEMHR K.

BARFREAAFELF KR ZITENAFE 4.5.8 M 4.5.9 FTHEWER.

5.5.8 #MMBH

R EEAR T RAE IR ZIT (4.5.7), BT b R T B L B, 76 004 S i 1 1 o P
LB S5 B P T R A BRI SR A 1AL, 9 5 o e L O O o A

5.5.9 ZEE{BREAH

C5.5.9.1 KEEHNREFESRSUREETHERER RBATHS 4.5.9. 1 MWER, BELEE
%%ﬁ%%%ﬁ%ﬁ%%#ﬁA@EEéﬁ%&ﬁ,%ﬁ‘[ﬁﬁﬂﬁiﬁ%,‘?ﬂ”‘%%ﬁﬂh,—'ﬁﬁﬁ%ﬁ%ﬁ#*ﬁx‘ﬂiﬁ‘]
15 em,

%%ﬁ%ﬁ%%ﬁ@]‘3@3%6‘31‘53%‘%6}%’nﬂizﬁﬁiﬁﬁéﬂﬂﬁ‘ﬂ'ﬁj{ﬁ(ﬁu DI & 0 BUE-— 1= 043
BARNT 4.5.9. 1 AEWBRMEER.
5.5.9.2 %#%WEE%E&%%&%&&&%E?EE%E*,ﬁgﬁ%ﬁﬁ%% 4.5.9. 2 LEMER. &

FEEBRNEESRREEREAREEERE BN AR RER TR L, 55880
11




YY 0828—2011

27 15 cm,

FHAZNEAEISHERNERSD R CRERT B BRAEEALN) . BB B 4
MANDT 4.5.9. 2 MEHBRBER.

5.5.10 B2ESHKERE

BRF/MBRREANEGER. SRR/ BKEBRGRETL, RFICREHNKEE. BRE/KX
IR BT BB B P B AR B WA 3w, T SR ML B B TR B SR OB S Z AT IE R UE, B B A
HE. FRRERSR4IETERUREREHS 4.5. 10 WEXK.

12



YY 0828—2011

B & A
(FRER R
BEHARENELRRE

Al g

FERTENEERNEUE-IMA R THRL S AP REAEYES /R ARKIRE.

BREXEXRCBORN B TFTHEEZE SRR SR AR AR TSR EEEREBET SR
BENKAGELT., BE BINERESEERS PHRATEENBRSRE X BI,JLEES
TBE-ENSREADFEHRNER.

ZREEVNHEARERNEIARECHIMET RN ELSR T A BEARFRBTINGG. X
HAEFREFLRE(UL BEREIZ/ASIEC MKE T4 RS H(DHS),

FIRERE IR ESER R ELSAN REAYEX* IR IR ARKBRLENEE, ATIX A
FEE KB FEREMELSHEHERE.

A3 EX

A4 ER

B AAMIGREFRBETHRER TELSRAFAFELEP N TEAMTEEFANSREE L4
IR 64N A . TEEBHENERHA KN 6 d. XEEFRETEENELHANBEREBEY
Wik,

ETULEE  AAMIEN B R RTERFAN KM ERERIMNERE . PHERS
wikE 3 M A,

B XL B RS RZ ARG REOD L MM FEHES. CRORT 2%
ZH5RBHRNEENEZNERERARFALN . RITWEFRYZHBEARKN™ 5, EmEEFE
BRI JR (EPAD X7 [ 165 Y R 7= b R VR B R AW L HE A SE B B —HE.

ZZR&WE, BRTEAX LB RNREEGELN -6, SREANPEEFELHEXAANA
E-F XREBADESN. B IHENNEEEEER BAENSGRAREHETHANEGE
HEE.

A 42 BREEXR
A43 BEEHSESWHEEEM
A.4.3.1 EFEMES

AT 0O REFEMEFREMLTERANEEAELAN 1K, BRPEF ANOEERESLER
A - HRAENREE R -BERAMKERY (EOBRBRXEEBENABENNELARE, L
MAREELZHA . RENRE T ENETFEERAMNEN/ L RRERN QS ARE . X RXREY
BRGMABEILNDR A BIEBREFNEER/RENR . IR RRE AEERRng, B AR
HASSRE, HLEARRKAREHER T E, XHERGEART HHEY LOTBRIR.

E: UEAREEMBATERRBEUNETIFANFE/HEAREEER. BUEFRAFSEABE -4

FENEE/ WA, ZAERES B RN SRR E R
13
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Ad4s BRETH
HAT 30 KX EHEMATEBANKEREL N 1 K.
A.4.4.1 REZR(EORE

AERBZRANFRURRZERAER FREANBEER. XEXGEABUENEFIAKAE
MRELELRE,

H FIREE 0 T 0% B A B © RT3 69 EPA SE 3SR 7E 1994 SFRTZ S BUK B 122089 EO 1 88%
KR BRRSY (FI UEE ARSI KERE) , KERKERC LA BEMA 12/88 XEH, A
L 100266 EO KA FLARR ., Hik, ABRWEREMA 100% 8 EO #17H#, mIk 12/88.

A4S MEER—FIBHEREEFRE
A.4.5.1 BAREE

HER BERREA B A48 B BOR R URZBRBS - E NG REEE.
A.4.5.2 EHEHRK

HRIERENL S EEF-ARAG R TERAAS R ERBEL M B EEZNIRRERNE
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