ICS 11.040.01

YY

e A B 3£ F0 [E BE 25 1T Ak AR A

YY/T 9706.110—2021

EABRSESE £ 1-1089 . Ef5RE
0 Zlilﬁ E‘Jiﬁﬁﬁ“ﬁﬁ? 51 kR A

Medical electrical equipment—Part 1-10: General requirements for

basic safety and essential performance—Collateral Standard: Requirements
for the development of physiologic closed —loop controllers

(IEC 60601-1-10:2007+A1.:2013,MOD)

2021-03-09 & 2023-05-01 L jE

EXRAmEEEER X %



YY/T 9706.110—2021

s

oo\)c’muxwmp-‘ml:
=

X A= 3 BH 3R 45 4] 25 (PCLO) FF R SR

BT A (BERMER ) B ISR AT AT <ov e oveerenrenennenreernteuteateanetestossessnncnnene sussasaes
BT B (BEEMEM ) PCLCS ZIASPERBIREIR  coverevreereerenreomenteumeatetmeteetensesssncecnesae sne e
M3 C (R RE) ME &M ME RS AR IEHBRIRESRIGRG ooveeeerreeeeesensesssnennennennenes

%{%iﬁ R

www . kgaw . com

3 1 AT P PP
ME 3 B AR ARITFI SO oe v veeneevoreneomntmttii it tee s e et ces et ce tee st s ses st e ae s see can e
C T HARE S BB (PEMS) eecee e resretttotstntiiiansteetosstetisistttissseisstsesasssessessesssssnsses

:
N N o e g Nk = M

.
[\V] D — —
w [\ el [\



YY/T 9706.110—2021

I

]

YY/T 97064 &= A B S & ) R I bR #E 4 A B ER 4 -

—8 1 W4 EAMIFEFER;

— 2| - FHEK.

AF4H YY/T 9706 B5E 1-10 4y,

AF4r#H GB/T 1.1—2009 4 AN E

AR A IEC 60601-1-10:2007+A1: 201 E KK E 5 1-10 B - RARLSMEAER
HEREREER PR B AR EH R RER) G .

A& # 45 IEC 60601-1-10:2007+A1:2013 M I, RAmBHBEEI ETEBREHIT .
KT A ARIMTEAEAREEZRN AR, CEARENOBEREZME, AEHHF
BT RBAES 2 EOMAEHSI A, REARENT .

FE Sk A E BRbR ¥R GB 9706.1—2020 /8% T IEC 60601-1:2012;
B3R A EBRFRER YY/T 9706.106 /48 T IEC 60601-1-6:2013;

B ECk A EBRRER YY 9706.108—2021 f4# T 1EC 60601-1-8:2012;
FBECR A ERRER YY/T 1474 /8 T 1EC 62366:2007;
FERR A EERRHER YY/T 0316 & T ISO 14971;

— % B GB/T 1.1 Xt — Lo HERUAE R ifE 4T T BB

— 3R T8 F X B bm o ) 3 A8 75 B 5% b (BERME B %) 51 A AR HEAR B8 IR SO AR HE S
— MR T &5,

WHERAXHHEENETRBYE XEH . 4304 &AL AR RERGIXEEH K.
ARSHERALRUEEERHRES.

Ao hLeEERABFREAERZR S (SAC/TC10HA,

AR E AN . WG T B IT AR W BT GEAR AR R AR RS (L FERAHE.
Ay EEREAN AR FE,
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EFABESES F1-1089 . ExRe
MEAMENBEAER HIRE.
SEAREHFFZER

1 EE.BMMEXEE

1.1 "%

H

c
.

YY/T 9706 WAH4HE TEERBRSEEMNERBS AL (U T ME i &M ME &%)+,
ATEHEETROEEARESECPCLOENEEARES RS (PCLCS) —H AKX (4.
Wit BIEMBIDER,

BT R LU AL R A (L D B (R A B B B REY

WHE .

AWHEHT ME &M ME RERNEAXRSMERMERE.

AFSEH T EMAREM PCLC, K HMAEL M B BN W HEMNEE,

AN BERLLE:

B A B LR R 5 B

— MM B S ER.

AWMAFHTAFEHFLE D, Bl R EESNBRRAHERITS5SETRALEK, LA (A%
FRERDMENEETR.

AFHAE T RAERENRFTE M AR R Y B s T R SR 588 .

i ABAHTHES COMBERMERLERF A A HXFEBRN,

1.2 B#
e AR E R S 08 FH B RIFE R & AR HE R ZERE .
1.3 xR

1.3.1 GB 9706.1

X F ME i& & # ME ®&4;, &A% 43 &% GB 9706.1 (4h 3 .
WA ER 4 A K& GB 9706.1 SRAIAE LU T 45
—“if bR AE"$E LY GB 9706.1;
——“ARIATIE MM YY/T 9706.110(IEC 60601-1-10) ;
— AR IEE AR RAR SN E .

1.3.2 ERK#E
& FPRHE R ZR AR SE T AR A P AN R R

2 MEHSIAXH

TH X F A SRR RSB ART A . FLREE BI85 308, S0E BB R A S TAX
1
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. LREREHBHOSI R, KEFRE(BFEFERNESEERTARXH.

GB 9706.1—2020 EABSEE H 1 4. 24 %L 2 E A 88 i 8 A Z K (IEC 60601-1:
2012,MOD)

YY/T 0316 EEyr#eth M EHEXT EIF 2N H(YY/T 0316—2016,ISO 14971:2007,IDT)

YY 9706.108—2021 EHBESEE FH 18 - EAREMEAMBHEHRER HIIrkk.:
HAZER, EHBSREMEAES RS HE RS MWL AE R (IEC 60601-1-8:2012, MOD)

YY/T 1474 BEYF#HM 7T HETEXN BT M e A (YY/T 1474—2016, IEC 62366: 2007,
IDT)

YY/T 9706.106 BEHBESEE 16 i - EARLSMEAMEBHEHRER HInE.TH
#:(YY/T 9706.106—2021,IEC 60601-1-6:2013,MOD)

3 REFMEX

GB 9706.1—2020,YY/T 9706.106,YY 9706.108—2021 #1 YY/T 1474 RAEHUKR T HRIEFE
MGERTAIH.
3.1

$1TRE actuator;A

PCLCS H &4y, AT et Sh e (i 1 8 A Fi) .

RO AR AR A B AR

RO 2. P E AR SR Y R R

B 3. T H K PR BE YRR B R 25 A%

RO 4 FFRHLTR L RSE.

—————————————————————————

m }’___.

‘ijﬂn: :
PCLC — A= H A R £ 5] 2% 5 m — AR,
A —BATH w—3HER;
C — RS ERWEIT; e RELR;
D —HBHEIT; z —EBHHBwmHEER;
E —&HERET; f—RBER;
F — W R IT; y —HEAR;
P — REEWET. v,—RETHRER;

c HBETR,

H: FRER,RER, THEATFEMETRER.
1 /M PCLC K4 32 P 3R £ % & 48 (PCLCS) R 52 BV 48 ¥ A9 Th #E R

3.2
#<#1¥ command overshoot; y,,
Brikm B h A EAE R () 514 R (OB KIERZE .

2
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E: 2RHFEB.
3.3
*ESIEMEIT command transfer element;C
PCLCS H)##4, TRESHESTEROFHREMXRNEE GnE 1 8 C Fin).
3.4
*#§4FR/  command variable; ¢
EHESERETOZRESHERRAMAEEZ4ESETR (W) WERGNE 18 c FiR).
3.5
"[E# B IT  comparing element; D

ERIM AR TR T, HEHTREGATRMOZGNE 18 DFIR).
# 1: ®B IEC 60050-351, % X 351-28-03,

E2: T ERFEMANBE BECEANSILXRERXLR, IHSMEHTRHNER.
3.6

EHE®EIT control transfer element; E

PCLC &, TR ERBER(HEREHERXRRME L (A 1 8 E Fim),
3.7

HHEZMHER controller output variable; x

EIERET(EONER, AERTRAWHNBAZTRWAE LK z Fimn).
3.8

* 44X pcles distributed pcles

fiF—4 ME #&%+ 1 2% 8 PCLCS,

#: 4R PCLCS M ¥4 vT SR S AHBE BT
3.9

*Fit &R disturbance variable;v

YEFF PCLCS f—/~2 3 Bt 37 F PCLCS /ISR GNE 1 8 v Mo, Fim).

E: TRERREBHMN LK, FENPCLCHAER  AERATHIK. HEHIREZSNTRERSF

TH.

E2: HEARERS S PCLCAXMTRER  HEMNMNESERATHM K.
3.10

IRETR error variable;e

PETR(WARBER(HZEIMZEE 1K e Fin).

[IEC 60050-351,5F X 351-27-04]
3.1

*E&ER fallback mode

PCLC [ 3l 2 4 B 1 45 1k 32 47 B, PCLCS 2 A BB AERL R (FRBD) .
3.12

KRR feedback variable; f

WMEWMPET(OWE L GNE 1L, f iz,

% : &5 IEC 60050-351, & X 351-27-03,
3.13

BEEZR interpatient variability

AR BRENBEEMETZHEBESR.
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S AFRBENFAEARNEHAGYRNRN TS TET .
3.14
BERNER intrapatient variability
FA—RBEEARNEHEEEMBETHESR.
" —KA,F—BENE-REYH RN S RERREN.
3.15
#3#= TR/ manipulated variable;m
BITRAWKE L LEEEERETHRAATRAE 1,m Fim).
# . % B IEC 60050-351, & X 351-27-07,
3.16
FMEM P T  measuring transfer element; F
PCLCS W&, TRt 54 B EROG)AREX RN L (WA 1,F Fin),
B REE,
R 2. E R,
R 3: RLAEAX.
=6l 4:pH @R,
T8 5. Bk i AL .
B 6. PR R R
BT R PR
RO 8. I FE MW .
B 9. Foi el B4
w10 e BB,
B OHER MY
3.17
*EBETIHETRM patient disturbance variable; v,
My THETRn) HEEEERETCPONTRERGAE 1,v, FimR).
3.18
B &% ¥ T patient transfer element; P
SETRG)MEHETR(m) WREMELYLR @A 1,P FixR).
3.19
SEARES RS physiologic closed-loop control system; PCLCS
ME & & ME R34, THARBRER(HDBRFESER(OFFATERTR(y) (A 1
R
3.20
"B FEGIEE  physiologic closed-loop controller; PCLC
SEAREHREH AT, THERBER(NHDESETLTR (), HBEMNMERTR, LREE
SRR H IR’ () (A 1,PCLC FiR).,
3.21
4T M| physiologic variable;y
MBENBHRIRE, ERELZEALEERE T LI,
i £ BT RAOEARLERS G a SR PEEE R ERR . BABRR MBS RGP
3.22
*H T M reference variable; w
PCLC LERBETT (DWW ATR, TRECEBTROG)WMHEMEGE 1,w FimR).
4
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¥ : 8% IEC 60050-351,5& X 351-27-02,
3.23
3B R relative overshoot; y,,
BrERmapih, SEBEROG)WBEAREBEZANEKBRERE, ABRLKNMHESHENZER
FR.
E: MRS ERENANK N EETRE.
¥ 2. Z0LHF B,
iE 3: %5 IEC 60050-351, & X 351-24-30,
3.24
f@ Bz B /8  response time; T,
EETR(y)WBTERmE N AP R EE B B ARBENEE TS LR NaE .
B 1. XA ) R AR B B A B () S A
E2: XNEA R FAMER 0%,
i 3: Z2HLH% B,
3.25
VA RtE settling time; T,
MEMATREENKREMNBRADEETROG)NBRAANEMBSHEZENEERNELIEER
2= 1 5] R A0 e 2 B 1]
E1 AZENEHENSK.
¥ 2. BRLHE B,
iF 3: 5 IEC 60050-351, 5 X 351-24-29,
3.26
BA{RE steady-state deviation; y,
YRR ECERAFAZN A BTRO) 5HESEROZAENRE.
E: ZRLH%E B,
3.27
BRIZIRZE tracking error; E,
SETR()S5ESER (OB RBHRZE.
X: SIHFB.
3.28
R/ variable
BERE, HESRAE I EEE T UANE,
[1IEC 60050-351, 5 X 351-21-01]

4 "EHRAEX

HEPATE R 4.2 PERH KR BT B M ER (R R £ ], 2 Hr i % % 1§ PCLCS H
PCLC BB (B , EE®RALITIJLAHE:
— " FER A [E]
— BT, B S AE L
—HETR.
o fEEMYAMBRMZLENE,R
o fREMY RAEER M RN
— BEEWET, A FEMERAR;
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—4HETR;

—RBEEER;

—BRBEHRNER;

—FRER . CHEERETRER;

— R REWETT;

— RBTR;

——4+#H7 PCLCS BT R iC R L B4 P R MR e at | (I 6.3) ;
——* 473X PCLCS 8848 M PCLC #EEi A S B (R 6.4) ; A
—& £/~ PCLC i) PCLCS #, =M BT RIMHEEIEA.

#E: 2081,

EERERREEXHREBETHEER,

5 ME & &R . FRiCHH

5.1

T ERES

B T FbRAE 7.9.2.5 X ME i@ &R R ZE RS, FHEHBENBETUTHE:

——PCLCS fy B4 T/E 3 ;

—PCLC W B EAMRBE FARATR, BB FRIEEE R PCLCS H/ER L EER,

Bk C ik C.1 3 H T A RXW LG FHE K E T B T4 AU A&

UEEPSE - 8

WS AHEABM YY/T 9706.106 AT A I BXHRERERHFEER.

5.2 HARWHEHB

B & C rpk C.2 Wpol i T AR 4 SR KB 38 5| I 2 3K, F b AL AE T B B 3T 44 6 B AR 356 A 3 43 B

FHREEEK.

6 EHEBMURMERETNEREHOHP

6.1

TR At

PCLCS pifs s BRIEBBRERAUTHER
—— AT B3 9 24 R A -
o ELTRIASELR,
o HIRWHETRIEIETR, M
o HAETRIARMER;
—PCLC THEER ;0
8 LR T RBER R, HIRBOXMERASTIRATTEZHGRE, N L2 (S
W 6.3),
SETRARBERNERPMUN SESCERESET RN,
ATRERESER =4 MRE, NRHE YY/T 9706.106 AT A I BRI BRB EREE ARG

B BRIEERERERXFFEFHRAE .

HEEREN KA ETAE IR G ARNREEXERERE T SER.
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6.2 HWERS

#PCLCH ME &M ME RENFEBER S, UEE PCLCS H AE &R B BEE.
#: WYY 9706.108,

HEAREN AR EEFTFAEKR.
6.3 * PCLCSTRiZR

# PCLC ) ME i@ & ME REN ZL BB ICRECERASELTR FHERHERIBEE
RUFZGEETRIRGER. XiCEXN T PCLCS LT B LA T, 18RI 43 B A RFLE W ]
RIARIESE 4 EHRAM R BORGHE. IEREBBME-BSENBBENFEE.

i CRX T PCLCS R AT R LA T K,

T E-ABES ERERNE.

w2 REEE,

B 3. B I B/ T 4R T

BEHMNEFEARABTAHUTRHEE:

—ICRK PR MR n B U X EF R TR ;

——ME & &5 ME R4 XYL BERFICE;

— 4 ME & &35 ME R TABRERGRRNA/RABBER B —BNEZE EROANETS

HIA 2%
R 2 U B A Zh BN R R R B A E K.

6.4 "4 PCLCS

ERBEHBPNAHIHN PCLCS BLMEAMLTHFHFEE . 23X PCLCS & PCLCS #—
MEFER.

PCLCS #.i¥n 4 3 PCLCS MM A X RN T R H M HE. 5B PCLCS i— 15
ENBUHEAFMNTREREZS. THEIAR BB AR LS HR PCLCS AR THZ
[F1] 4% % 288

BEAREFEREALRREESFEER,

7 "AHREBEERAES RS (PEMS)
*tF# PCLC #1# PEMS i) ME i& & fl ME &%, Fitn S 14 EEH.

8 XAEEMAKEHEPCLOFRMHER

8.1 "HAER

EEEE4NE—2—BBRET,PCLCHAT BN BN BE BEEMEHH PCLC ) ME
"E&R ME RERIEHXHHMARERTEZHRRE,

R PCLC FF & T B4 A B4 B9 E SR , W i % PCLCS BT B A A 5% ) 38 & BB B0 R vl #2352,
BAEA MR ERIERE .

fEf 8 — R AL B85 PCLC H:AEAH C M AR AT 32 1 RUBR B , PCLCS N A IS &K,

. TLGEA A R S SRHTRRE RS ERAAT RS NTEAGEHR, 21 8.2.2.3,

# PCLC f§ ME i& &5 ME R % th o] A7 A ] PCLC W15 % FiE47. # PCLC i) ME i& &5

7
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ME 2 476 R il PCLC (AR T 32 47 B 7 7 M 48 7 IE A6 68 A9 TAE R
BAEFF & 8.2 R EIAF S A RHER.

8.2 PCLCHEZITREBHEE/FE3
8.2.1 iERMIEBHEM

BT YY/T 0316 f1 YY/T 1474 ZR 2 R ASCES LS, 38 B 82 >2 MR 77 B PCLC FF & & 8 At
FEAE AR RANSCRY , AR AR TR B R R A HEIESE , B U B L i —F 4

PCLC AR B3 BHERAMMEE T R PCLC MR . BB EEARBARN AR MA L. EH#T
PCLC & AEER , TURERR ML R ELTEWERENE, ¥ K%/ PCLCHRTE.

HEERAERKREREXERREESHFAER,

8.2.2 EEMKE
8.2.2.1 "REAMKEE

#I3& & hxFH PCLC i ME i& &3k ME R 4 /95 A7 P40 .
s el A BN IR T

—— T A4 3 L AE

A1 S AT BT B KRS R .

— BRI R E B

O 2.4 8.

ELERS &

ToB 4.

O 5. R%,

— T 3 7 P AR B A R Y SRR B A KR
—FHEH, TN REEER;

—— WU B s A

T 63785,

RE 7 M.

T 8.4 5.

A9 BB,

— BBRBRE.

R0 AP RE.

. ARBBTOSRBARTHANE.

R L VR R 5 b R U E
BEORAERREEXHMEAEABRRRERTFAER.

8.22.2 "ELTRMiXH

BIIE B UL T 51 R B RFAE -
—HESERASELR;
—EHERHERNHETR;

— 4ETRARHBEER;

— B 5 B 5T R PR A
——PCLC T,
EKRERREEXERRERBTFAER.
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8.22.3 "R&EN

BIE BN X PCLCS WA R &M HET A RN . NHREEEXTRAEEMNRATEZRR.
. TRUESFIERE KEARRHERRBENRZLEREATFHES, ATTEAREBR.

EF LB R & X BT A 5 R .
EERAERREEXHAEARABRRRESHEER.

8.2.2.4 EBITHRHUH

N X BE S A% PCLC BB MLE A2 47 &4 m LA BA .
ANRERNREREXHERRERFAER.

8.225 "HWIETRAIRE

DERLARBEBRBRESERTE, EIERH TISERER EH R R ERETEZ
K-

—HEEROTEE;

—RETRE BN ENRER; R

— WETREEME,

O ATEMBEERRRK B/MEK PCLCS KR TR .

B 2 oy B vl ] 4 B R R RR AT R . E 4 S I TR P R A R A B R R Y S KB R A PR A

O3 ATHBENRK PCLCS MR TR RA B KBRS, LR BELEK.

A58 58 B 45 v L X 13k 5 5t Ay LA SR

EREXKEE S ENRAREFE AL ERRERETFESER.

8.2.2.6 * PCLCS iy Bz

Xt IE % 4 A B 49 PCLCS M B #4730, XM EEE S TR R BT RN EAF LG MR
A BEERET.

E: BAANBREERATZIANEHNELEANRE.

HFEH.RABPNEFEUTHE:

— @AV E;

—HxEE;

—ESBE;

— M Bz B 8]

—RBAERE;

—RERRE.

i HE R4S X PCLCS BT i W K A1 55 W f9 52 mh

MREBERAZEHENS, WA LA R8T RXHE PCLCS HWHE L,

PCLCS I B & M BEEHE R TERRIMEM. 1R PCLC B TIEZR &£ ¥Z, U] PCLCS i/
EZRBEFEANXMHELNER. TUFHAERESRERRE. MEIRBISTRIEXEFERE
SHERBERESZMAK.

R8I 1. PCLC iFA5 BE X IRIT BB E IR,

RO 2 EEERAT MR F EDENRERE MR,

SRB 342 15 4 B 5T A9 38 4k (39 25 28 1h DI 30 0 A T BUER) 1 A R 7 i R AR R B

Fe AR U8 5 B A FE X 28 8 A & PCLCS T/E#E R WA K E X B TR k.

BEAEAERREE . ENEAREEREHBRRRESHEER.
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8.2.2.7 "&ETRARHIEE

EEBRGME—HBRET, R T HER .32 6 80K KB FE{R 2 7T # 3% K F, PCLCS R T
TR
a) WEWFETTERZWENEEERNME; R
b) PR AT BME
—HETR, K
—EHERNHETR.
MREETREOEMA D THERLE, W PCLCS NiTIHB|F&EEK. ZH 6.2,

SRR P AR R RS R R EE, RGN E BT RO,
E: MREAZT M EEERNEVRIGERIN, WALETH SN EBERHFTHE.
2. VR EREEAMTEABREBRRREWBRBEUELBHEL.

3 AR —BERET, TRBEEITROUBRER LT A BRIERRL T TEZKYE.

EE AR EEA R IRERERFSEK.
8.23 "TFTHREE
8.2.3.1 #iR

PCLC PR BUE SR A B R EBRE PCLCS M FRERUFERE TR ERM A R KA
Xt BEFEMATRZK KR
FFA 8.2.3.2 f18.2.3.3 R EIF AR KFKMER.

8.23.2 "F#hu#

XFIEH 6 A TRERXT PCLCS WM AT AHFELU T HES:

a) AIEI TR TR AR

b) XX 46T 1 35 B ) RFAE 5004 5

o) ST EET R TR T XX & T4 3 B o] fEm L ; 71
d) 447 PCLCS #EAE T TARAR T X iX 8 42 35 I 69 R i .

AR TRERGERN, EFIETRETRERN BECRETHEM.
E2: TRERKBIOHE—MEEAN . X8 —SBRENZRL 8.1/ 8.2.2.3,
EERERREEXERERERFESER.

8.2.3.3 FiHimA

7 SR A I B 483 ) T M R T B K U B PR T R 32K . 3K S L 1 PR A
— WEEROEE;

— WETRE BN SRR

— HETROELEK,

B 1T R B IR Bk JR/IME R PCLCS f# f 3 IFE H

B 2 o R 49 D BB S AT R PO 54 6D A 326 40 A 3 A L R A B K R PR )
w81 3: T4 BEFHRM PCLCS (#1235 MAS LA BA MRS, UK B & BBk

5 A 58 B F5 H L X S A T SR HEA T A .
AR EEH BN AR EMEAREBRERERTFEER.

8.2.4 * PCLCHiE

PCLC N} 28 33 A< #f 43 H ZER B9 BT A B AR ALHS B9 B BE .

10
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EYRAERKREEIHERRBRETHASER.

8.2.5 * PCLCS #iL
8.2.5.1 " ®ikitH

138 W BT R 4t PCLCS B3k 3HRI. PCLCS 8 AR o N LAE -

——PCLCS #iAR ¥

—THERERX;

—WETERORH;

—4BEF RGN

— RBEGEET; M

—PCLCS & BAR B2 N,

PCLCS A T A LI R E BB E .

PCLCS #A R LB T — AN BN KT

—3CERBF A

— LR EWIK;

— R A P WK

— Y ;

— R E W ; |

— 3L Fr B MR

FEEFENAETRESAMEXRRIAANESTHT.

#¥: PCLCS — & ME 8 & = ME R M A 4. Bk, % PCLCS I JR¥ERE A IEBATR 7T BB R AE M ME i@ & 3K
ME REH AN —3 KT . HRIE R 547 4045 S ok B B 75 7% 2058 2 I K 3 X 5k $8 A ME i@ & 5% ME R
GHERE,

EifH# PCLCS Sl R ERE X MREBERTHEER.
8.2.5.2 Wik

5 3% 8 B % B PCLCS #%3ATHRIX PCLCS #ATHIN . RIS RHING R , G5 N H 2 PCLCS 8kt
Jal % o 0 T A ) A T 0 B BT R BE
ERERKREEXERRBRERTFEER.

11
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W R A
(F R
i AiEm M RE A

Al ERES

RER W R G K 0 PCLCS WA EH AR, KM REEN R E BT R, @ — T HITENU
P R R Y R AR5, TR 4 B T R SRR BAR K.
# A 1% H—& Mm% PCLCS ) ME i@ &1 ME R4t

% A.1 14 PCLCS iy ME ig &3 ME R 424

HITRR(A) TR (m) 3 18 & T (F) £EER(y)

BB R B &5 3 4 0 R B4 ik g

¥ AR BOR B A R i 3t 3 Bk ifn FEAE

INSEATBIE R & JUL B i 3t 7R o 2 R JUL PR Wi 48 7 4 B AX 25 LA BHL#E K 7

hohE S EEOE A HE R B A HE

B AR Ak | MK MR R PR R

I R AL Hs# it COu i

0 5 4 5 VF IR AL BERMER fr B 1 2% i BE £ 437 7 70 32K BE

A& A4 %F PCLCS R ME & & ME R M6 FR4E:

. BRTHEMEFHRAKS PCLCS MRk, H T BERE, X &6 74 # PCLCS REHAGISREK L.

RO ERBAEBERBENEILECGFEABEREREF AR BRIYRIAEK ME @& AR T PCLCS, B hEBTE
RERTEK . Fli0. 24 ME i& & &9 S0 At IR 78 5% 5T A 28 25 Yy # Bk 4 X 7 1f 420788 701 BE (SpO, ) 2R FF IR 3 3R R A1 3 13 8 1A
Fot,ME i &£ I REEFRYER, HBABTF PCLCS, B4 MR MEQERMELEERT R HDI PR U L, REMRK
BIFB LA , i o O 3 2 S 4 o % b 4 499 , U T JB F PCLCS,

2. AARSRRARUEMN EBRRFAHLYHEIERN ME i & K2 PCLCS, fln#A OB ITEMEAN, B
FEETR(ECGORATEKN.

O3 FASKEENRBREFHESKREENNES BHFRIL. FFRILE—/HAFER R4S, HARE PCLCS,
HANBERESREEHRBRERARBER . BEERAEAERES LUEANRERRE.

E: XM FREMT. ECERESUNBENFREAEENFRAGENAFEHN TR FREAGEENE—

MEETR, MEAEER,

4 ESBEEHABILERAANARILRPTOSERERMMAE. BILERBR-ITHFEHRESZ BRE
PCLCS, BJLMMKBRBRR‘HETR"A‘RBTR” EAREETR. F—HE MARBREERE BILERX —
A AR i, U B2 LB SR #8 7T R F PCLCS.

B 5. MR ASAKBREUERHRBEFERN ME & & (nR4e3H) B THREHRL%,EXRE PCLCS, A E
HRBTERE—MERER,MTARNEBER"HH.

RO 6: YRR (TCDEN AR R A BTN OB HUGYRE. BEHERERGRR)
BT, HILARE PCLCS,

SR 7 i VBSR4 AN B F T AEM AU R A MR AT A, XA S W BB ARNRE, M BEKR.
WRMMBER TR EHEL,ERE PCLCS, AV BRBEREBFR “‘URTRA‘RBTR” . HEARBEEN
iR,
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RO 80 B LR A ) [ g R POLCS, [ % BT T LR B T RO Sh B, A SM R BT 88
A2 R&EEMFRNERERR

PATF B A 3840 i B B 4k sk i JUER 0 B , B AR 3007 B SR ME I IE X — 3.

1.1 EHE

SEARESBOIF R LAGEAAER SR EmEE, B A RAE BE 52 ETHFEHRITESN
R . AL, BB i) A TR PR IR B SRR AR OR S BB . AR FRIA T BIKB T A A BEE,
EEZBRMNERARESREFARRKAEEZAHTHERRERHRIE. WEaBamERNEET
HMARRNEEARE GBI RERRMBRX L FRME.

IECERSUAN  MEVWN ZERKEZHEBAREHB[HOSEFF ERITERNIE, Hhx
BENZEHREBBRIE.

SEARESHBMAHEETRORR BESEERRATEAERTR, - HAREHBAYER
TR, BEXEERIFENEES LA, MXEEHBEAR TEEARE R, AERB2HEE
ZW.

3.3 ESHERAET

BCEMETHNEERETTRERSIIESRE L THIESCERELAISETR.

Bl MEEHRENBEAESCERETTRMLENIESCTER (AR mmH) KR ASETR
(BAH mV), XAFBRELEN, AVAREHFATTHSEETRCAME mmHOEARBER
(AR mV), XHE—RRATUNSEERN R HRERAITHE.

Bl MBAEHARER—FHSECERET, HPMEMELEZDRE, M KA 10 min AR
100 mmHg f%%) 80 mmHg, M4iESEREANKE/LN , ZRSELTRAE 10 min HELXKHEZ/K.

34 ESTER

ESTERFHEHRAREE"R“BIRE"R“PEESIPHERE”. XEREFERSEHS PCLCS.
{B7E PCLC H, 54 T RSP E ML, B “REE"HRERAE LK,

Bl 4 , B AE M PR AL B AE SR (B4 8RR BR LIS B AT LAE i PCLC Xt A BT R
SR CO, MK HEE AR BREE ., BRIEEW BARWPSK CO, #EHN 30 mmHg, Sl E A EEK
AEWER 15 cm H,0 3] 35 cm H, O, PCLC i EESBEAMER K,

#—% PCLCS ', 15§ S T RMMEAT R A1k, BIEER BHRIFSK CO, EH 30 min HM 25 mmHg
¥ m#P| 45 mmHg.

FHh—% PCLCS 1, BRIEELSEHREESCTR . FEENEAY B, ZEHEENLGYSIE
) B2k P e )

35 LEHET

PEERBATA A RNBRE. . —EHEMEANNSEXRHEMEITEBHNOERRRAR. LB
MERBEENERETARITHENRGHTR.

3.8 4% PCLCS

FE S AU PCLCS 1, PCLC. TR A REM B TH LS EN ME &0 —H40 8, BEKHH
TR ST WP 4SO PR PR £ T B R B AR

5 #X PCLCS 1, PCLC. TR R A RERETHELH —MIF ME REMHMREF L.

#£53%HR PCLCS H, I T EHHE —-NRAELE ME REHNAR I :

— iR 35 WA A0 2 A0 HE 5 3% 4 HH 35 A A A
13

www . kgaw . com



YY/T 9706.110—2021

— 4 ETROLHE ;K

—WETRYER.

39 FHRER

M PCLC W ERE , TR T M E 7 B A4 A7 B i & 4 7€ PCLCS FE&#4 |

T4 7, PCLC B Yk EfARmE, K B EEMATEREMENMALYK
RR. FRERGFMEZENTREUREETATR, W5 REFMLEELHHMER. ZRE
ETHRERFEERY IS .

#E I F 51 1fL FE B PCLCS i FR T RATIE

—— Bl Bk PR ¥k 5

—— W% = 3 e 2 B Bk g

—RESHIFRNBEEER.

.11 E&EER

IECEZR&AEMEZEXWRENBR THE. FERFEHAHHMARELE _REX HELLEEK
AMBELHER, “REERX"MHUBERZLER"HEFZ A, BN XA XKL PCLC £ & ER
AT @Bfre“®e”., MREAZHER”, MZEXTTRLSBAIEmMNFEEEERENHEEPH—
M BEZHBEREE,

BF X EREET e SRR EE, BN AR B %A EgE AR,

B — SR A, B AN B35 3B R 3Bk PCLC AR RE X 4 32 35 I 7= A= & X4 /4 me) B () 2, 8 i Y D , o
D=F)=F-2: 5.

P PCLCS EEERN T EAZH , BFEERRT:

——4& I PCLC;

—HEHERHTREENRLME; K

——FAFHRE G HENREETFHATRITE.

EkM PCLCS WREHMA B d MRS RFE. R PCLCS HIEMEERXTAARATER
A4 38 4% LB , U1 137 24 %% 3% PCLCS,

317 BETHRETR

EETHRERE -4 THAR, kB BHEERA B0k &5 8 & &S (B i # 8 & KR
R AL ZG Y, TR i B ML R .

THREH T+, PCLCEIMELYREHAQAME. ENRECRHETERENEMNBALY
MR, BETRERGEIIRLFOLEZMNHMBER. FHTEEASEATHEETRER
15

—— 1 F H A T 51 i FEAS AL B 25 4 5

—— R B 4R I 5

—— X T {51 25 0 ) SRR B PRI 5

— AR 5| A A I FE AR Ak .

3.20 4EHAKEG S

4SEARESHSAHLEETRORR RIBERECTERRANTEETR, REXLKHEHHEHAT LI
INHEBITHEEFI R, BV EMgAREREATREENERRY AR A LIAERITERN. IECER
SARFEARE P YR ITHE” B R R R, 3 4 ) 2%l mT LA R 42 1 A 94 7T 7R Cn BRI RDD A K

3.22 $E2TR

B TESE RN FZEK, SETRERUEERMITRIZEL. B, ESERBTT LIRSS
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SERFZBAMENE NS ETR,

Bil4n, PCLC BHIZGY ML, , XM AYIMERETREFIEAR RN . BRIEEFRA-ITFHEE
EOTR, EXMELT . BLERRATTUKEEEEL VKN RELNSETR, FHESHMND
BRUEERENESCERPIEME.

4 FERHEX

—FER B[]

FER B [A] & FB PCLC AEa @SR MR E, AT BEERBERGE . 5IEERNERARE, &
T PCLCHFTEFZBXEHE. PCLC.HITR, LHEBESWET HRERAEER, TRERBNE
BHEW ,

—4& %X PCLCS

X F 42 PCLCS, 7 2% 1B 1 2 B0 45 B0 12 3 10 188 B 18] L 3048 A vl A o BB i R 3R &
B E e MBIE e,

5.1 #EAENA

DEEREBREEXNT PCLCS THEIFXMEME R SHER, MRBEEHNLERUEET
%f PCLCS Fft AUREM BT RN TN TR BLAER— NS MALEIEL, F X R B EE AT LUFER
PCLCS ZEfE Fid BB R4 Wm &, HEAFLA T BEETURKAESELS PCLCS B3 &L
BER, B LLE B YY/T 1470 B LM @B R RER . FROEREEATEIEN
AR .

RXKTWEEMNMEZEFH [T ERFEELEMNOCERESEHREE T ERF LM RN, WREE
VA REN ZRBMES R, EF R IERI NIRRT FHIREMTREFH - EELRRAE.

—PCLC & F“# 3", g BEXNHEMANEEE. EXHEXT, WELE+ PCLCS &
AEWEER R EHN;

—PCLC & FY“IEEHERX”, HYXt BEWBRAL .

PRI TAE 3, RR 68 S BURE F BRI, ZE b S B b, SR PR 25 I B 12X B B 3 AR 1, LU W PR SR SR B R

FEFIMREE. TEMAESLSEDR T PCLCS .08 R ] 75 By $/E & SR IR 3F Hek e & 324 .

— R 8 25 2% 18 25 & B PCLC JC 3k 76 FR BRI 8 2 & TH AE St 22 000 3 8 <O 0 o 1 3 B B 4
RETRORERANRE, NRBESNEESREEERERENFAIF/AFRERGE T E
17, T E AR B (8] A~ BB 5 24 79 vk BE B B s 5 BAE LA T, D) 88 4 3 7T DA 257 38 b &b 5 bR 8 9] 51
Bl KRR EER) . X TR TR BT L REEREAVDENEASKET/, XFR
E T B T B IR R G5 2k A B B 04 R BOBE SR B B3R , 351 7 RR R vk BE TR B .

— PSRRI E R T Y B ENN RGBSR, R TR E, N XMERENR
W, PCLCS £ H AR&BR ., ZAXMERXT, RAFHHIHR P HRBANKEZIER, 2
BESRETHRBARE TR, EXFHELT, RIEFLAFERE TEEXN B URER
fF AU HP 38 0 SRR B TR VR BE DA 4 R R R R B L B

6.1 ATAK

REETETHRORESRMEEN PCLCS LEFHEE B YY/T 1474), LERBEBREEN
F PCLCS THEHF XMW M BESERE, RBEENLOEHEBEETX PCLCS MAUEMTAT
ERT#  MACR—NEMER, FIAXMERRESET LR PCLCS EEAM BT TR R AN
M8, ABEEBELT,BESTLLETS PCLCS E a3 i B SO F A, 17 LUE o 3 U1 58 B B S0 4
MR RIRIRE . FROERBEARATEIEASMAEN.

ERTARRAURESCERASETR SHUBHHERIELTR S ETRARBERAH T
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#EE X PCLCS #4718 X R ¥ 16 MR , (1 R & BB 65 2B PCLCS 1R 2 , 1F th B M P g I R A IE %
Mi. ATESLLEER, REFLHT M PCLCHERMANER.

RO EERIESCTRENE OB, R RGN YN ALER K IRRMERTRRA LA, BIEER
2R PCLC i W 137 B 5] 5 399 28 £ e B B (6 64 HO 4R, AR E R B A AH A 07 th T A .

LHRERES B ERER TAEEXM R RS BRfEL B AER,

6.3 PCLCSERiIZR

FEXTERMENERN T HEREEREP AR FHREIME KSR ETHHETHT. EF
HEEREEBKYEE, UERANZE.

WRAIANFTENHEE:

—HERSITHRINIEE;

—HEMERERME REAEEEATRABREEFEN HATMTIANER;

—RATHRAR ;R

—HATHREREMS, 5 LN BEFHF4ICRIERE.

A LAZE ME %5 ME REARIERRETERFEOHTERICR. EROAFTUERER
— B RN A EPARRBEERER. ERXNWABENZAFREEEE. NAEREE G s U
TOBEALSIRIEFHAEHRE.

WREHEXT ME i€ &5 ME RE/E B #8/R e, 7] A BR ARTAEAF RO iC RN &, ol o “ B i &8
E KA - EBEEMEGEX ME RG%EE. SEHEZEBRAAATREEEECR AT
PRRIE.

6.4 4r# 3 PCLCS

445X PCLCS BN F ¥ 4L F 3030 B B . A B 3/ B A0 36 480 ok A 37 B R (i i SR 3 & R F AR 4k .
IECZ RSN ZFBAERNERE, TEHEXBRWEEER. YERRBE 2RI ZEHERE TS
WimE L EAZER, R, SEHTFEIRERSHRHRIHR PCLCS LA FEE H MM FE A #RE
BRAE,

7 AREEABSRES(PEMS)

A4 — IR (TEC BRA) 8945 7 2% IEC 62304 :2006 B E SR I T PEMS (34, X2 % iE
PRAESE 14 EEORMANE. ERAWEBITIR 1TUEC A S 14 EHMA T HRM4SBRER, Hilk, A%
ST ERMIMEREZ RN, 7T LABHER .

8.1 #k

RTRHEAETSSN PCLCS A A BMER , REZR—RIIFRTES) . HAZERMEHIEMEEE R
AMRAPER, BEERFRESIRE—ENRE. XBERSEHABRESX PEMS FRAEMRAH.F
R LW BT ISEBE IRAE DL R A B Rl A EB 4> b Xt PCLCS JFF & i ZE5R Ll A bn HE 58
R4,

WmRHA PCLC i ME i& &5 ME R4 # A PCLC 55 FheEE 47, WREELFARXR LT
FIRRL .

—REFEUF L ME &&= ME &% 4t F3F PCLC X, #

—PCLCS #f AR &EKX.

8.2.2.1 MAMEH

ME & &5 ME RN AHEATERTX HIBEXEEMNEE. ME &&= ME 2% 5 A 38
B X PCLCS WAL,
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8.2.2.2 TR

%f PCLCS HZAA B M RFE R ABHHT A EARBITRAESIN - EENER. THXY
RIEAB THERREN XLERMOVDERS . FEERAESOBEERMOPE, Exl e XT3
B, $l S W AE 87 PCLC BiF P iF #b Il ik PCLC. XU #E T LA T 51 B B EHR .

—ESCERASETR

HEHHEFALNESCERANSETRIAEAMXRA(NESCERET) . HETEHEARHELSE
BRESETREERMXEK, SIEFHEFALRAESCERISETRVNE. SEFEFHEAXHE
AERS ME @ &% ME RGN HMAMATRZAIMNXRBINESTROBEN HREFRE).

— EHBRHTERIEETR

EHERHTRIABETREZIRY. HEHEFARAANESERHTRREETRYE
W, SEHEFAAEVENRBHERREETROERET X,

—4ETR

PEBHEFAAAENERTROACERENL. SEBTEARAEETRAON RV, §iE
BEFARIREEETREBINARERAR), EE TR A B HER 5% 28R B E

—RBRTR

Bl 355 T 40 0 B A SRR AR REAE (5] ) R SR A ) L R L L U RS B . BE R R A AL A
FfERENTTRERERAER.

— BEEWETHEERS

BERBETARNRAZEMFEZRELURHR ,HEX PCLCS HEZLBFEFEE, THREE
ERETHE RN EAEE . CERERERANBRERNER, N THEBTRITZLEMAERY
PCLCS AT 4>,

——PCLC TR

AEEFHERXME&ER,PCLC A7 A K TAERX B EER) . SEdEEaRg
HEEH2FR TR, URERBEELES PCLC 2 RAEM A%,

8.2.2.3 F&H#R

HEFHITUREERERNEXNFARER, EASNBEZERTTEZHRRE, EXHERXT ,ME
B&E ME REUIAEAEH PCLCHERA THALESRER. Al 4N “FH"RERE—FEE
B, e  HEER URERTENEATRERERMENE. XMEALMARBREELAF. EF
UHAESCERISETRRITA WU EREEREN T I AATR. HEFEFHARHEER
R EEEREREM AL, UL BREZE T NE SR,

MREEHFAERE CHEEER, W] LB H A IS PCLC & H PCLCS R, RAEMK
R, A 4 PCLCS Wi R Gl AR EE.

8.2.2.4 TI{e&#iim

Xt TAEAG UL RN T #{R PCLC WESHEBMARYE. TEXMGALEXNTHSABRM TS EH
AR FH «

—BEAKE FR N EKRRE EAER REAEE BRI TEE

—REENEI TR MEBMFRZ(OR) . EERPHE (CU) . KBEEREFRITE

(PACU) J;

— 5% (B a0 JA IR R B .EMCL R D) .

8.2.25 M#EHETRMHNME

BETRSEWEBTROTMKFAEAREGINALGER ARERFEEORE ., HTH
KX BEXNRE, B TERWNEEERNE SAERE—-BENBAREER.

EFREHELT, ARERFBRETROT. 554 - LFLT, REETRZIFMEARFE (0
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BHENBRKAHER BB MRE . AEFET,EL5 R H#EE RS '’ m—BEE A
RSE) .

8.2.2.6 PCLCS HMm Rz

BUEZVLIHAEE PCLC M AL, BAREEEFTRFTETHRERE. ATEL2THR
WRE, BEF LM T M PCLC 2 TIEM .

. —F PCLCEM KA RASKMEANEBTR, EHABREL L RKAYMLE. PCLCRUBFTRERG
Bk i FE 6 MR 7 , 5 4 8 4 2 o e M R R ) . PCLC W] AT H I B RS I FEf5 B84k, RABEEAMEE THAMKMNK
A (L R4S 5 A5 b 2 5 R0k 25 W R B ) 218D , A R A TR T i b MR . R R4S S T LUE 0 R 4 B R 7 30 Bk il R R
%",

8.2.2.7 4BETRNFTEEIMRS

HTBENESL,PCLCS HHRUEMHEETROTE. XERHETUHBESAN, KAE
B PCLCH, MEEETRMEH THEZEE, HHAFME PCLC iR N, AMERH £ BT BiFH¥E D HE
Bl. mRAERIEH, WRERTESHAREERRX.

TR EBTROVGEEREETRSESFEHTR, DN EHSRERE—SERET
REETMEZAKE, FERRITEHIESETRONBREWPITAHOWEE. FB R B2 8 % =
TRUBT®E. F-HATENRATR. S -/ OREEHATE AXRRBERERBERETT.

8.23 THER

WMRARREIER, FIRERTT GBS PCLC PARFIEm . 7] LURBUE FOA [F M1 i , RAKEBGR T
FH TR PCLCS T FHE.

RO 1L FRER BT RN TR R, T IR G K 15 35 i % %) 338 46 3K, LABY 1k PCLC [ R 3 BF , 42 o
ERHTRORELK,

8 2. @ Wik PCLC E AT RE R R R ERER,

8.2.3.2 FHRHH

FRERSHE PCLCS WizfT. X FTRERHTHTRBEREMN, BB ENH T EEX PCLC i
BB AEE R,

Fit % B9 2K R A A/ NBRPRTF PCLCS M ISR EE . #4n, T3 i 3 Bk i FE 49 PCLC ZEf i i 2
O MR RLSZRAEZ N TRERNE R, WREFARFEH, N FRERCHES Y. O LEE
YRR A RS

MREFASBEFEH, THEZRECEFARMER . BE KA E/L GNELWEMLD B E O M
FREHIFRE,

BNTHRERX PCLCHEMNEWMEAMHRA. sk RBEEROEMBREREET. MRA
B E, FTRSFBENSEHERYAICRVEE. FARBENEMOOLEAYTHREKER
EEWB T, FH PCLC ET R B RN T FEA.

8.2.4 PCLC BiF

IECERSUN, UBEVHEERKZHEBAREHBHSEHH SR IHHEHNIE, B EE
BHREDITRERBRIE. WERRXXKENERTHRFTA MR C S8 =K 68 E 55K .

8.2.5 PCLC BiA

IECEZERSUN  MBVMEERKZEEEBAREHBNHEHH SR IHEHNTE, X &
FHREHBERBRIE. FEAZKXWENEN T HAESN BRI ARFESER.

8.2.5.1 FiAit%l

IEC ZR&Z T AEER AT RIPF I B, B E A EI15A 7T X 4 2 A 55 5 2% ek ™=
-1
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B ® B
(HEERR)
PCLCS Zh#&H e #A

AR RPEE—BER, TH B EEEBREF PCLCS S SHREREZFMER.

BT RZ¥ PCLCS BIELRHM , B I IFAG PCLCS Wi SRR, HEEEHE ST R KT/ IE
BRI R, B o 4 72 35 I 64 R 7 5 B BR VR BE 22 IR A R M A K

B Bl1ERTEREMER PCLCSHEHE. BERMUTHSERONKARZIEEETR(y
Myo Bl y)BEA, XM FH, B TEABERE, AHEANBEARG.) SESCEARG.)
%

c

\y,‘,ﬂyw
Yoo

95% r
90%

—————— +5%

IEC 2069/07

Vi

c HeTh;
t —BE;
T,—— W B i /6]
T, @YRE;
y —4B%R;

yo — 4 BERNVGHE;
Yo BE RV HBAM;
yo—— X BRR;
yo—HESHER.

B B.1l EBASRER PCLCS BhitEERA

B2 BARTRAEBSIREN PCLCS Zi5HR. ERWTHSERONKARZIEEELTR(y
My, Bl y) L. EXMFH BTRSRENEZLE ANEERG ) SHESERARGIAM.
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y c
Yo
Voo [—____—__
95%
90%
|
|
|
| y\
[
|
I
|
|
|
|
|
|
|
|
|
Y, . ; :
Ty
IEC 2070/07
VLA .
c ESER;
t ——HE;
T, — W BE B e
Tn —'ﬁ"ﬁ'ﬂ‘f fﬂ H
y —4BTR;

y, —SEBERNVHBE;
Yo —— S BERKFHEEME;

yo —HEXEER;
Y —ESBER;
ya—BERE.

B B2 HBEESEEN PCLCS 3hEHeER

B B3 BxmTHESERCKMMEMMEMHEMKBARE PCLCS 54k, EHATEAETR
(v My, Bl y ) BRI . XM FRBARTRIRIRE(ED .
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‘m%:

c ESTR;
E.—BRRZE;
t —HfE;

y —4EF%TR.

B.3 BHESER()XMEETHR PCLCS ZhatEaE
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W ® C
(HEHEHR)
ME & &% ME ZZ&NHFRIEHRINERES

C.1 BEMiX#,.ERRAE

WAV 7.9.2 IR CS PAETHEHREATEQETNFERER. RC1HIHMERIAET
X8 FH LB 4 A I RN ZESR

®C1 HEMXH, EAREASB

EOR#R BEES
PCLCS 46 0B BRI MM EE B 5.1
BT R MW T E 8.2.2.7
R ] 48 422 30 R ) R 7 9 8.2.2.5
B 5 T 40 30 IR 5 B 48 1 3 IR A I R E R O 9 8.2.3.3
PCLCS % &t % 6.3
42 5 2% 4 HH 3 I s A 4 3 R ) PR A S R 8.2.2.7
o7 F 158 B 8 R 8.2.2.1
R&ESHRR 8.2.2.3

C.2 BEMC#, HERERASH

WAPRHE 7.9.3 1K C.6 PHE THHEARUEAPRERAFTHFERER. R C.2HIHHERXMET
it B AR UL 45 P9 20 B B BN oK .

FC2 BEMXH . BARUEASB

EOR R HES
4 #53X PCLCS &M AT LT 4115 & 6.4
PCLC T {E#EX#1 PCLCS M Rf i3t B 58 8.2.2.6
K2 PCLCS Wi 5L i 77 ¥ 8.2.2.6
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