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it

1 8T 338 A 7 e A R 0 1 T DR A 2 = e 2 4%/ B0 72 i R B EAT 42 10
VR, BRI R PR R R B, B R AR O R R . PSR TR A
P o 2 4 7 S B B0 PRI A A« 7 e A A T LA AR, A
BT AR 2 28 P ko, A R o T B3 7 A P R R B R IR (4 R 5%

AR M 3 0 2= e R ORI T AR 70, TR VORI I T AR i 2%
Fe, RSS2

RACHHEIRGB/T 1. 12020 CKRAEFLTAE S 51385 AFAEALSCHFRIZsHORAR S A [yl
L

VB RS ST P 2 T R S R RS I R AR R AR AR R B i 1 54T

AR E R T AT 2 A

RSO B« I T R R AR 2 5 R T 25 b T T 92 AN T I 7 BB o)
VYT S 7 STl b 2« RYISE RS LA T7 o F IR AT PR A )« CR A RHR I Sk A PR A 7.
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B F B TN S84 o R T R R FR 4
AP R AT B S I AR TR

1 SEE

AT E H R N S A P A v B SR R AR I o (E G SRR 33 T AR SO R A 2K
B, & AT R . AR R T A IR T S EAR B S AR Th REAME RE R SR AIE, FRdE R TR
HESHRAFEOHE. LML, A, M. AIRCOESH, i3 i MY ™ i DI BE i € K
MIH -

2 HeMsImxH

TN HISCA A ) P 2 E I SR R 5| A SOAS ST AN I A AR R . LR VR H AR 51 SR,
AT H A BA IS A SCE . LA HIH 51 S, A (B3ETA e &/ T
A

GB 9706. 1-2020 PR HA WA H1HHsr: FEARZ IR IEH 2R

GB 9706.227-2021 BEAHA &S H2-27TH7: O IS B PIE A 2 AL A B & FH 2k

YY 9706. 249-2023 [RH AR &AH2-4985r: 2 SHUEH WP UN AR 2 2 LA VERE & R

GB/T 2421-2020 #IEiXL: MEAMTE R

3 ARIBMENX

GB 9706. 1-2020. GB 9706. 227-2021. YY 9706. 249-2023 71 5t & 14 LA Az N H AEF5E & H T A
oo
3.1

HAMEP{YL patient monitor

FEFIA AL R I R — R R i E BB & BME R G, B — AU R I oG, &
AEHM R ITIE BB G BT Wor, SRS R E RGN A R E R4

3.2
EABFYEE medical electrical equipment
ELA W 8 43 5 ) BB A6 BUEAS BE B BORS I I L B A 126 B NS BE 1) L ARORE 4% o IXFE IR LR 45
a) HSE—fREMtBEMNAEAZ T - ER; H
b) Hili&Em BEBREH T
1) XTEERZH . WRrelay; 5
2) JHBRBURER IR P BRI
3.3

TFEHIE process inspection

BT A S R P AR g
4 1IN

4.1 KIEK
FEVZE AR, FAATTRYE Ll EE AR R T H
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4.2 FIE KRR

56 IT H 1) O 22 i b T AR A i 3 T PR (003 ERELREAT VA o AE AR e R v A 96 T A6 A T AT
I BEMEIG T H 4 R & EZAF & APnEER . R A R0 H B Sk, 7 A Be i € e
WEIFTBAT s IRAEAT — I H A G, WHZP R R e A E R, 2R TelgEfE, H 2 A
H R & BEORA THEAT N BT
4.3 I FH

IGRIAEGB/T 2421-2020 K058 MIFRHEIRBE 254 N kAT, WIS IIHEE A B F 0 R -

EREJEHE: 15°C~35C

X . 25%~75%

KAJES): 86kPa~106kPa
4. 4RI EEK

A5 A% PR O B A U ) IR G, AR A MR M A T SRk . A RIS B R b, e e s
WAARAT AL B AR HE, DAROR LM AR AL T S EEIRAS o edbh, b v] DU 15 £ 8] 1 Bl SR BGHIE %N 1
M aE BT 2, I ARAIEBE R R T S . B PR R4S 1A 280817, FEIR A LA R
PRI SR . FERR T SH DL RER:

a) D EBILES: B OHEESHHThae, Yo %2058 55 A 30bpm—200bpm#i 4= JL30bpm—250bpm;

b) JoO A Es . Tk Ak R ORGP () PR AE, s 737 [l = 300mmHg ;

o) AL R ALIAS . T S A B, & A Y & 20 - 50 mmHg~360 mmHg;

d) Bk I AR T RN P AL B . P ALK I S R FE(E S, SpO, i Bl 2 /b B 35 T0%~100%, BKR U
FEl %5 /1> 78 75 30bpm~300bpm;

e) HUPHAR: Z/DREFRMLREETEE: 34. 0°C~42. 0°C XM I BHAE ;

£) FRUECO,SAER: WEE 0% 2. 5% 5% 10%. 15%. 20%FCO2FRES A .

(¢,

BRERWH X

(&)

A BEARINREERK KR

1 RETIRE
BOR: NMAAFERE . KDERE . SR =R 7 (IR
WIS 5 RSO BUISAIE, X 2 Zh e IR A .
51 2R ERRERE
ZOR: SRS T B R RN IR
BRI i I HE N M5 SO T AR L ) = B BLSGALE

5.1.3 Sp0, M&E K
BR: eI W A
WIS ik W Bl 1 £ e 2 ik I SR A AR B, B B IR
5. 1.4 A PipaEiEs)
PR TR P S EAUERAE . BURBI. R PR, TR YRGB B
RIG vk BB ERIN B & T DAISE, @i SN IE A 25 A 3 N AR R AT

5.2 1DEERTEK MR

5.2.1 ILENESCEFIHEE

R AR 30bpm-200bpm, FiA: JLER: 30bpm-250bpm %% : +10%5 £+ 5bpmHEUKE;  (HR
3 11 365 D

BRI TT % KR e A e O HUBE IS, R IR B O N B P s, e A A5 5 )0 %6 M Obpm
LR 25073 9 30bpm, 1] 455 50bpmdt 478 452 LUE /s (RO R AGE 6 75 AR S s YU B P 1) S s o R R 22
JSEAEXE P B R AT R LA o SEBE B R LI R, R LD R .
2

(&)
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5.2.2 EfFEE

BR: ImV, KLV £ 5%;

PRI T

VR I L A 2 22 0 PR S, 7E 10mm/mV R BUE T, FTHFECCGR: #E, {3 a4 bR v i =
AEREHE KR, I R R, SRR S N ImV £ 0. 01mV RIS 5 B = A2 ROBY BRI B2 R 22,
EACIERT Y S
5. 3 Fofll M & ZE 3Kk A2t

5. 3.1 I ERIF

TR BA//N)L<<300mmHg; #E)L<150mmHg;

R Ty

a) BRI v 2% 38 T U A = R T ) i R AR AU S A R R G

b) T B A NS, 15 B OO IR A2 A RS R I

o) B B B & ATNIBP IR iR 5%, A TGO MR A2 AT HT R, AR J1A B — e EH (AR~
JL:250 mmHg; #7142 JL:130 mmHg) BFEI2FT R, K112 FF. Ul & Eonh I ERY” HH
TS, e R oG i AR A I EE s BOE W 2 DL R ER.

5.3.2 BERNENDNESEE G E

SR, MIETEE: OmmHg~300mmHg (0kPa~40. OkPa), #%EF: A +3mmHg (£0. 4kPa) ;

TG T

a) BRI v 2% 38 T U A =l R TG ) i R AR AU S A A R R G

b) T B A& NS, 15 B OO IR A2 A E RS T I

c) BB WM A& BEATNIBP & 0k 36, FH el B as #1747, 20 mmHg. 50mmHg. 150mmHg.
300 mmHg, 7AW FTHBUE B, BUEW L L EER,

5.3.3 MEREEEM

TR AKT0. 7kPa (5mmHg) ;

RIS V2

a) BRI v 2% 18 T U A =l TR ) i R AR AU S S A A R G

b) T BB NS, 5B T O IR A28 A B R I

o) W B M I& 2 FEATNIBPAL S,  FH I B il T A UL 25 15 B 2 150mmH g/ 100mmHg (e 46 [ / &7 7K ) A180
W/min (KR , 3 A MR HEAE Eor, EEPSRARK, RRENR/MEZ ZBR L2, 3381l /R E
HEM, BUEW LA EER,

d) W B wE AR L, W B e A i R AL N Eh A T

e) LB W Il ¥ 2 ATNIBPAS 56, FH GO I A 400 28 152 1 D9 60mmHg / 30mmHg (W4 /£ 5K ) F11207K
/min (JKZ) , RIS MEEE R, EEMPERAIR, SRMEMR/IMEZ ZFRLL2. 3381 7~ H
S, BUEW L UL EESK,

5.4 A M EZR RN

R HAEMEVER: - 50 mmHg~360 mmHg CHREEHIIER I E) 1R 7% : £ ImmHgE + 2% (IR
Pl E R AE )

PRI T

WA IBPIETE BT R, N & I EH 2 A O AU s, 150 B AR HOL 2 i H S ) e R e
A Y Rl A ) b R =N A, SRR A TBP A E Il gk R, WA B R R 2 A A i T
FRICTEER

5.5 M ZEK XMk

5.5.1 Sp0, M ESEREFFERE
FOR: MEVEHE: 70%~100% (RAEHIEFME) 5 Sp0iRZE: 2% GRIEHIERME) ;
M7 ik
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a) RIS R R AR UL 2%, 5 Ak e S R R AR UL 5 A H KRB 75 bpms 7
st B KA I S P R L AU 2 A Dk P T S AN S (Sp0,) B 9100%- 90%. 70%, 32 EARIN B 2 s 1
i A SR RS (SpO,) B, 56 UE Pk F25 i 42UV A0 P82 0 5 L R 00 58 5% 222 W A 1) 3 R L PR R 22

5.5.2 BkENEFEEFIEE

BR: IEVEFE 30bpm~300bpm ARHEHIERHE) 5 RZE: HlEREK;

R T ¥ e WG 40 T 4 3 2 Tk o o S P R RO 8% 5 15 BB o S R R A 0L 8 B M ik 8 a4
FIFE (Sp0,) N98%; 43l ¥ B Fik 488 i 4 b A B ABS 0 28 ik o Sy il 3 sy L s PO BV Bl AR 1 e S = A
BEEUBE I e 24 R KRS, IGUERKCR N EYE . RZ R HER e H G ERZE .

5.6 RIREKZMR

FOR: VBRI :34.0°C~42. 0°C URFEHLER ML)  MEIRE: £0.2°C GRIEHERFME)

TR T Bl v & s 22 fE LA, 1o FE B AR FELAE 93 ps e I N 2 S Bl A i B s = AN 5
BRI AT LT L RE, IR MR 3 AR R A 5 b vHE IR A ZE 7 B R R ZE VU Y &

5.7 CO,ZE3k &t

Bk COM U B N 9 0mmHg ~ 150mmHg; 1% 25: + (0. 43vol. %+ AR EI8%)

TR T v I 5 il = 38 RSO DL S AN KA s FT R 4% FE YR, Ja BhCOo bR, 3%
)X P R RTINS (A FAGTE R s A BN 0%. 2. 5% 5% 10%. 15%. 20%HICOSAK, T iF 45 % 4% 5 7~
COLM B /& B RRR ZE I ER .
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KA. VDN NI ICEAT R S TERE S IC R LS, fili& i nl AR 3
PR U e AR IR I H | f i ZORANRIS 75, BATIESUEM - xxa 1 %
AP AEET) a8 5 PR AR e R

7 g A R 7 A
7 g B THE
ﬁ% ) ». 3., »)
No. | R /E R R Sl B BT
o/l
I B AR AT | e R T DAL O &
Lol | e e = ORF 4
A
¢ sy A T O3
Ve b w | AL G — | SR e O &
2 &R R B e R ORG &
FezpE | OR3E
BEMEES O%s
3 SpO» fiL | i i -
B DO BT, LT OR%G &
2 Z
OR3E
HEAT T 1 35 R | N IF R R AR e
NN
o | U | BRE oREER | S
. NS
FEsE] | PR TR N
i B % =
FRM B R ERE OB |, | o "
s, s E o | R ko
P PR, GBI | | A | EaEL | =
i1ty | 30bpm-200bpm , 7 | A0bpmZETE KA y30bpm, | 4
£l R R HA 18] 4 B S0bpm 3E 17 8] 1= O% &
5. % ‘{)HU % 30bpm—250bpm .‘L% u’fﬁﬁ%ﬂ@’tP%%%on ?E%EZ 80 N
?ﬁ *l:] ﬁ: ilO%E}Ziprm ‘{)ﬂﬂiﬁﬁyﬂ%ﬁiﬂﬁ’ﬁ)ﬁ*ﬁﬁ, 130 DZ:,TTI =
| TOKE: ERUEBR. O
13 180
AR $1S FI AL
200
230
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250
Hifi: BPM
B B AL A5 I B0 AR ]
A, E10mm/mVRBUE | LR ek | tmv fE | A X
T, $TIFECGR:E, Mg | B " S| e =
LA RSB b | | A R
REHEK PR, D& 7 (mm) (mm) (%)
R, B E % e B 5t | B
ImV+0.01mV [ 15 5 B 7™ | |
A IR BRI B R 22, BUE
AR DL EER, I 0% 2
Ly H -5 | ImV L)
B 11 OARFF&
MR | £5%;
Vi OAEH
V2
V3
V4
V5
Vo6
g | AL L | BB MEE R A A g O
Ik - % A, & B AL E AL S A e
ji LE 'f% S300mmHg: ;\J‘LEEIEJL %?#&Eﬁ%)ﬂﬂ%, ’J\JLZ mmHg Dz:'ﬁ'é
5 <150mmHg o)t B MR & HEATNIBPIE | #5714 JL: mmHg OAE B
i
a) b H i i %t 5 R
Jo =38 3% H 0 ) I R AR A e o 3
MBI RS, | =
X &l i b) % B W 5 45 i AR | mmHg mmHg mmHg
TS5 ommHg ~ | 2N WE LA R
oy A 1 0 O &
I gy g | 2O0mmHEOKPa T o) e B4 T NIBPIR O
40.0kPa) fEFE: NoA
B 50 OAEH
+3mmHg(+0.4kPa);
R P
150
300
DRI L TR |
g T = 33 B G ) i g | AR .
ol gE | R K F 07kpa | EEAMEALRIR AL ; e
3 b) B A % A R B K @ 5O | orge
/v A (SmmHg) X, BEE AR | o ’ E | ormm
=R c3 AR ST mmHg "
mmHg
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o) B Bl 15 £ 3 TNIBP AR
DB E MBS AHFEI | ]
1, BB T R A%
HENAS FE 5
e) 15 B Al 1% % 134T NIBPAY
3
4
5
W#2/2.33:  mmHg
kL
- ok
N Yoo 4k
UKL JE
mmHg
mmHg
]
2
3
4
5
W#/2.33: mmHg
b W A ) IBP @B HEAT | W SN R
A He Y R, BRI ER R | mmHg mmHg mmHg
—_— ~-50 mmHg ~ 360 | Gl FEREELE, ®EBEE | -50 OfF&
I
10. e mmHg ; % % | HdH A BERHE IE | 100 mENEE
+ImmHg B £2% B | S A _Ed s =4 B OAE A
K# s AR IBP @ E Ml | 360
R,
B o I 2 5 T B 2 K B
ML % - | SpO2 W B Bl - | e L, WEE | 85 x| OFE
-1 spos 4 | 70%~100% I A9 1, S, A 52 A0 5 4 OARRE &
o - ik ZAE 75 bpms 735 B \
B0 ) SpOURAE: +2% | i L g | 70 OAE
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B Rk A M S M A

RS
e (Sp02) {EHH100%. 90%. | 90%
70%, BEHUHN 4 R
Fok 47, 111 2 A (Sp O ) H
100%
e Wl N L % T A bk
A ALY B | B R BWE
BRI SR A B B bom bom
i ik B I SR (SpOs) | T P P
BT 30bpm~ | /998%; 71l BBk ML O% 4
1 | R - o 0 P DL 38 ik 2 R L iE | 30 N
N, 300bpm BKFRARZE | a5 g 905 B b ) OAfFA
5 X 75 R RS HR =N A SO R OF3&E
R TN} & 170
300
W & A, | BE (%N wZE
I B JE [ :34.0°C ~ | WOE A BELAR BELAE 9 i i | °C °C °C O 4
Bl | 4200 BUE 1 I R F A | 3400 ORG &
W £0.2°C T A IR R (| 38.0 O3
CERUEIS 42.0
W A % % I =W B | e SR W
SMRRA AN RS s 4TI | 0%
M YEE: ommHg~ | ., .. ¢ _
. 87 Ll 4 i, R13h CO, 2.5% Q%4
150mmH T O
14 | o, g WL, HE R AR B | 5,004 OR%G &
wZ: + (043vol.% | | e ‘
| ISR BB 0% | 109 O
HARIRER) 8%)
R oy 2.5%- 5%~ 10%- 15%. 20% | {50,
; =
E/JCOZ —M{ZISO 20%
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