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o SEFREINRER - ARt R (S B R - ELFEFF R A R B BRI R B S -
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1. 201.11.8: HENMERGETEEHYILEEIR/EEEE T E o WU E T ETRAVBCRRER -

2. 201.12.1: PZEFIZSNMRSRAVZAEREN: - E65 101~107 7 MG > LB ENREAIAFREBAED
ERIEHERE > B TE e A B E R E AR -

3. 201.101.2: YERE - HIEMIT AL RGP E R ERE SR ZHIEE ST -

4. 201.104: R ATEREFHE - HEEEE N NIRRT RRM -

5. 201.105: EHEERIE - MEE BB MUTTECREHE - HiE - REE2EH -

FERAF M BRI EE2%(BPA700) BLEEhE AR

I AT 525 BPA700 -PEYBNRENIFFREER IR ~ BRI UG AINEHZER & m] E oo ATk aG e
L 1EC 80601-2-30 A PG ER - B —5 A—(EfE= - PefliEstas TavEls - B
TIETAOREZERE > wi ] AR AL MG BR Bt AT MBS SRS MR & > 2
R AR RS BCHIEA A S RSB RIS -
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= a] x

O Port 1 O Port2 =
L]
180
. 160 NA
B Assistant — O X
Standard: |EC 80601-2-20:2018 v =

201.11.8.101 Switching off
201.11.8.101 Switching off
201,112,102 Interruption of the supply mains

201.121.101 Mezsuring and display ranges

201,121,102 Limits of the error of the manometer from environmental condition
" |201.12.1.103 Nominal blood pr dication range

201,121,104 Maximum pressu mal condition

201.12.1.105 Maximum pre

D Static Pressure Pass Criteria e cuff inflated, the cuff shall deflate within

mode,

% Blood Pressure Preparation:

Test Parameter:

single fault condition

o= | eak Test

est mode
jucibility of the blood pressure determination

Verdict
() @ ETaTSETE _
ass
201,105.2 Short-term automatic mode
201.105.3 Self-measurement automatic mode
s Play Data
O Data OP-T
|
File Name [7) 12384 76
Pulse Volume 120 2 ml
Starting Pressure [3) 151 =] mmHg Run Cancel
20
0
Time (s)

[E— - MnERfESEES BPA700 HYFZEMHIHRAG 1 AR R B AG

AETHEH AR

201.11.8 Interruption of the power supply/supply mains to me equipment
201.11.8.101 Switching off
201.11.8.102 Interruption of the supply mains

201.12.1 Accuracy of controls and instruments
201.12.1.101 Measuring and display ranges
201.12.1.102 Limits of the error of the manometer from environmental conditions
201.12.1.103 Nominal blood pressure indication range
201.12.1.104 Maximum pressure in normal condition
201.12.1.105 Maximum pressure in single fault condition
201.12.1.106 Manometer test mode
201.12.1.107 Reproducibility of the blood pressure determination

201.101.2 Pressurization

201.104 Maximum inflating time

201.105 Automatic cycling modes
201.105.1 Long-term automatic mode
201.105.2 Short-term automatic mode
201.105.3 Self-measurement automatic mode
201.105.3.1 General
201.105.3.2 Normal condition
201.105.3.3 Single fault condition



FH L M ER5AEE S BPA700 HYFZERIHRAG il LU HIGEIAYER -5 fef Hh 4R > [N LA RS
AEIRER ] DUEBCHIEAST IR - AR EE I AR #ilE] - H B Pass/Fail HYHEr - DUT
R R S IE A AR -

[ AR B AR B T IR B A AR

Pressure (mmHg)

rizontal /
Cursors

Standard : ZEE—( IR A UMBAGTEEAE - PR — AT THE -
Pass Criteria : #ECHITHFSC » FRalHMBRET R F S HYIEREZEK -

Preparation : FERZRa A M EREHIEIRER -

Test Parameter : fRIZHIAFESL > FIFREHVHE IS -

Test Procedure: ‘EEHIEUIER - BEIE—FHEISE > $4 Run SREH M BAREL RS
Frgamm L R B MR G - [EIN > e S BURBIIGAYER ) -IF R 4R - B8l
225 M BRE T LA AR s B A F2 R » #¢ Finish 38T BR S 5t as B BhIE A BE /788
(BB ~ BB LESTEE AMBETFTEANEE - &k 0 MBEESETE
BffR15 Pass Criteria HEmHIEA%5 SR £y Pass/Fail ££ Verdict EfH -

Standard: 1EC 80601-2-30:2 =

Pass Criteria: When the automated sphygmomanometer is switched off by the operator, with the cuff inflated, the cuff shall deflate within
30 s to < 5 mmHg (0.7 kPa) for neonatal mode and < 15 mmHg (2.0 kPa) for other mode.

reparation: 1. Connect the automated sphygmomanometer to port 1.
2. Connect air reservoir to port air reservoir (Other mode: 500ml, Neonatal mode: 100ml).

Test Parameter:

U T Pressure - Time
cur

Other <30 1.1 Pass

Test Procedure: 1. Set mode to blood pressure mode.
2. Default BP(Sys/Dia) = 70/40 mmHg, HR = 60 bpm, Pulse Volume = 0.6 ml, 0 envelopeSys, 0 envelopeDias
3. Start test until BPA700 display blood pressure more than 100 mmHg.
4. Turn on the automated sphygmomanometer.
5. Check deflate time.

[ Finish

Time (s)

B — > 201.11.8101 Switching OFf & By HITE Py 25

BETNAR  (ERATAAIPE A 5 (EDHITE R - SREAREAERR BN A G % -

1. 201.11.8.101 Switching off:
BT ST B G Tl A TE R B AR E A BRPH B % - i fEAE 30s IR ZE /Nt
FHY 5 mmHg (B2 AN 15 mmHg (EAE=) © 2ifE — - AR phE e n B

A.
B.

i IEC 80601-2-30 HYZEEL T~ » #Ef¥ 201.11.8.101 Switching off -

1% Pass Criteria £ Preparation {541 > EL& 7T RN B BT #7 T g E = R
EreERiz - fERrAE AT - i AT 30s NIRE/INAFE 5 mmHg ;
EHAMET - HHT TR 2T 30s WRGARZE/NAZERY 15 mmHg < FKf Portl 7
_FIMBERET > Air Reservoir FRIESHT A Sl BRI A AT 2 H TERY i Bl
100/500m| $Fff * BLAERHZAHIGE -

3



C. Test Parameter H1—3LFHNE 2 4H2 8 > gt Bk SR A =& 1
K o $#1& Test Procedure » Ji8e i 4 Sl E — SIS TR - % Run G EE)
MERET o (R HITE RSO G FBEIE NI B AE ER S 8 - [ BR MBS TR S it
70mmHg UZ4EEE ~ 40mmHg &7 REAE T ERET) -

D. HEIZERSJ-HERAR4R - EEES) LFHHEE 100 mmHg B - wE BRI RS T RE &
F# Finish (IR By R RSO et IR ICRIE Y A8 sl sRIRHE > FTlA Test
Procedure 5 AT 100mmHg IFIRFIMBRE T RAAE) o [A—0GR - MRt Es &atE
TERATERIEEE T T 2] 5 mmHg BYCRIF I EC#RAE Measured S - ¢
& — Measured ffiF 7] LIEE] - Deflate Time 43515 3.8s fi1 1.1s » (At » 1F
Verdict i > HBHETRCRISFREAE 30s N @ S RTE#DBEUT Pass ©

2. 201.12.1.103 Nominal blood pressure indication range

Pressure (mmHg)

400
380 1 BB Assistant = O
360 + Standard: |EC 80601-2-30:2018 ~
340 + 201.12.1.103 Nominal blood pressure indication range ~
320 ¢ Pass Criteria: 1. Diastelic blood pressure over at least the range of 20 mmHg (2.7 kPa) to 60 mmHg (8.0 kPa) in neonatal mode and 40 mmb
300 1 kPa) to 130 mmHg (17.3 kPa) otherwise, the automated sphygmomanometer shall be capable of indicating systelic blood pre

2, Systolic blood pressure over at |east the range of 40 mmHg (5.3 kPa) te 110 mmHg (14.7 kPa) in neonatal mode and 60 mm
280 + kPa) to 230 mmHg (30.7 kPa) otherwise.
260 Preparation: 1. Connect the automated sphygmomanometer to port 1.
240 1 2. Connect air reservoir to port air reservoir (Other mode: 500ml, Neonatal mode: 100ml).

3. Fill in the paramet, fesatialicclizsh heart rate, systolic shift and diastolic shift.
220 + Test Parameter: (O Meanatal (Fail) | €@ Other (Pass)
200 Systolic Diastolic ulse Volume Systolic Shift Diastolic Shift Display Systolic  Display
180 + 60 40 1.1 0 0 58 38
160 4 230 130 1.1 0 0 230 120
. I S [ O O P

T 1.1 0 0
120 +
100 +
80 +
60 1+
40 +
20 +
: r A
Run Cancel

B = > 201.12.1.103 Nominal blood pressure indication range fZAE#H B HITE YA

ia T e O B B B T A Sl U T Ay RE B [ 2/ DA FFREER 20760 mmHg BE)
FEJE 40~130 mmHg 5 [ EAMER T YR EURHEE 2/ DA FHEER 407110 mmHg BAE)RERER
60~230 mmHg ° W& =F7~ - EEAEEIEIEEGHZD BR R
A. £ IEC80601-2-30 HY#EEE | » 7545 201.12.1.103 Nominal blood pressure
indication range °
B. {i Pass Criteria £ Preparation {541 » 7374k Stz M EAR T HYRHREER BB A&
BE > FREURHIERRE(E £ /07A 20760 mmHg i 40~130 mmHg 5 {FHAMEZ T I
FRET AT RE R BAE) AR AR TR MU RHIE 22/ 40~110 mmHg B 60~230
mmHg < JHEERIEAN[E 201.11.8.101 - M58 1 728 - #ERE T TLLFEHEA
MRSt EHYEE{EEIF4% Display Systolic i1 Display Diastolic fi#fiz [N

4



C. Test Parameter 1 » $ESE 0] L4 BIAE#T A4 SR AN =CAU =A% thillg ACRFRS
11 Systolic/Diastolic #E7T15EE o {cHE[E] —HY Test Procedure > 7§ Other(dL
ftt)f= > Z5—51 A Systolic:60mmHg/Diastolic:40mmHg/H gk 2B R TH
5% > % Run G EENMERET -

D. EIMBEAETSERCEM > % Finish B 2250 E (HIEE][S]—%1fY Display Systolic
(58 mmHg) {1 Display Diastolic(38 mmHg)fi#fiz  ZA{&HTi N —5I|28 - &4
A HEIFTASUREEN L - TIRE(EE ZEHIRAE MR L (TR K
E o TIRBUEFERHIR) - S &S ERANER T RRAVEE 2 &R AT MRS
(R EDRIE 2 BB ERF ) « 5&f% - QR MBRETREE £ RURHEIERY
H ETRR - 86% L NRLIMYEEE » #ig 3R Pass {F Other SFHYFESEH 5 K2
Z > RIDAALF Fail 87 -

3. 201.12.1.107 Reproducibility of the blood pressure determination

B Assistant - o

JE

Standard: | 1EC 80601-2-30:2018 v

201.12.1.107 Reproducibility of the blood pressure determination v

Pass Criteria: 1.For sample B ending values (without mechanical stress test), the standard deviation of the diastolic blood pressure and the systolic blood pressure are < 2 mmHg (< 027 kPa).
2. For sample B (without mechanical stress test) confirm that the absolute value of the difference between the mean starting values and ending values are < 2 mmHg (< 0.27 kPa).
3. For sample A (with extra test), confirm that the absolute value of the difference between the mean starting values and ending values are < 5 mmHg (s 0.67 kPa).

1. Prepare 2 , set as sample A and sample B Test Procedure: 1. Remove sample A, connect sample B to port 1
2. Connect air reservoir to port air reservoir (Other mode: 500ml, Neonatal mode: 100m). 2.5et BP(Sys/Dia) = 70/40 mmHg, HR = 140 bpm, Pulse Volume = 0.6 ml, 0 envelopeSys, 0 envelopeDias

Test Parameter: SystolicShift 0 2. Diastolic Shift 0 = i‘ ?t;: :ﬁ;:i;ﬂl‘r::«”;i;::;:?\::::;:::e:

© Bstatingvalues — (O Astarting values — (O A endingvalues — (O B ending values 5. Repeat 20 times.
6. The results will be shown at the verdict table.
1 2 3 4 5 6 7 8 9 10 n 12 13 1“4 15 16 17 18 19 20 Means
W Neonatal Systolic 7 n i 7 ) 6 0 0 n» 6 0 67 68 7 n 1) 68 ) 6 i) 70.1000
Neonatal Diatolic 4 39 4 40 42 4 42 40 40 40 41 40 40 0 40 41 4 40 40 4 40.5000
Other Systolic 123 120 [ne [me |20 (120 [ 120 [120 120 [ 120 120 20 120 [me 120 120 120 [ns 1195000
Other Diatolic 7 80 ) E) 7 80 n 8 7 ) ) 80 8 7 80 8 8 81 8 8 79.8500
< >
O Bstarting values — @ Astarting values — O A ending values — O B ending values
1 2 3 4 5 6 7 8 9 10 n 12 13 “ 15 16 17 18 19 20 Means
W Neonatal Systolic n 67 68 7 6 67 7 ) n ) 2 80 6 ) 69 68 7 n n 68 12500
Neonatal Diatolic 4 4 42 43 42 4 4“4 42 39 38 37 40 38 37 39 40 41 a2 40 40 40.3500
Other Systolic 21 18 17 120 12 120 19 "7 120 121 120 12 18 120 19 18 120 123 120 123 119.9000
Other Diatolic a1 80 80 13 81 80 ) 76 80 13 81 80 80 E) 7 81 7 80 n E) 793500
< >
O Bstarting values — (O Astarting values — @ A ending values — O B ending values
1 2 3 4 5 6 7 8 9 10 n 12 13 4 15 16 17 18 19 20 Means
W heonatal Systolic 7 7 7B ) L) 1 68 ) n 68 6 3 6 7 6 7 6 n n 7 712500
Neonatal Diatolic ) 4 41 ) ) 30 39 4 4 ® Q ) ) 38 3 40 3 38 ) ) 39.3000
Other Systolic M6 123 21 (120 121 (122 13 120 123 (17 [120 124 |16 (120 [123 120 |19 (18 [120 120 1203000
Other Diatolic 81 83 ) 7 9 8 id E) 83 81 ) 80 i) 81 80 81 i 80 80 ) 79.9500
< >
O Bstating values — O Astarting values — (O Aending values — @ B ending values
1 2 3 4 5 6 7 8 9 10 il 12 13 14 15 16 17 18 19 20 Means
* | Neonatal Systolic 7 L) 6 6 ) 1 3 2 7 69 ) 0 69 68 ) 0 0 ] B
Neonatal Diatolic 2 4 4 ) 4 3 ) ) 39 ) 4 45 ) 4 9 8 4 3 2 40,6500
Other Systolic 120 120 121 12 13 19 15 ne 120 124 1 123 120 124 n7 18 19 13 17 120 120.2000
Other Diatolic i) & 80 s 8 80 3 7 3 80 7 3 80 7 7 80 ) 76 80 8 78.5000
< >
Verdict Table
B start SD SYS 8 start SD DIAS B end SD SVS 8 end SD DIAS B mean diff. SYS B mean diff. DIAS Amean diff. SYS A mean diff. DIAS
Neonatal IR 0.7609 13377 20333 0.1000 0.1500 0.0000 1.0500
Other 14327 15313 2.4836 1.9057 0.7000 13500 0.4000 0.6000

&Y » 201.12.1.107 Reproducibility of the blood pressure determination fZAE B HITE AN &

AEHE R 2 G EREAY M B R i - Hoh— S e DB (RS ~ gk
1745 20 KAVIBEAMIE » 55— & B FERFEEHER 20 R (A EAETRIRIE M) - 24
tRgEat ! 20 THBGERAVEREENNIE - AR M B AV EE AR -



U1[E VY Pass Criteria fioR - BEAERENEHACH2V BE R

A.

#¢ IEC 80601-2-30 HY#EEE T » #5845 201.12.1.107 Reproducibility of the blood
pressure determination °
{i¢ Pass Criteria i Preparation 341 » 73 AIAE#T 4= S S RIEAAE T - 475t 2
EfFmiAIR S 20 ORGSR - FEmE Ll N EK
1. Sample B 7155 iy 20 XHVEHREEA /ARG EAEEAEAE 2 < 2 mmHg
2. Sample B {£55—ii 20 ZXENFEEL/A#ER R IREE 155 i 20 XAV
AE{EAHE < +2 mmHg
3. Sample A 55—y 20 ZXE)REER/FEREEA P HRE E AT iR 20 KAV
SHETFRIR <5 mmHg -
HEREREEAIE] 201.11.8.101 » ERHISE 1 {728 #/FF ] DL FEE A MBLE
FHYEEE] T T RS
Test Parameter 1 >
Fe{EE G ORISR, 2 & Sample » {XF £ B starting value—> A starting value=> A
ending value=> B ending value 73 HII{E#7 4= Sl AIHA A =0 R E%E 20 17HY
Systolic/Diastolic #E{THE#E » 2 fHfHEAIHLTZEL 2 /) 80 X « HrAr A NI B HY
starting value #R/E55—ZJCHIE > ending value AIIEEE —JCHIEL - A BRGnEE—X
AR ARIR AR AR DR MR E T (B E) ~ @88 M - B4% 201.12.1.102,
201.15.3.5.101, 1 IEC 60601-1:2005 A1 IEC 60601-1:2005/AMD1:2012, 15.3.2,
15.3.3 A1 15.3.4, [tt4) > 417E A, IEC 60601-1-11:2015, 8.3.1, 10.1, #1 IEC 60601-
1-12:2014, 8.1.1 A1 10.1.1 FIHH - AB O HES — 2 ending value JHES -
B A% o Al A T S P AR A 1 ORITE - EREECE — 2K ending value JHIE -

714 Test Procedure » BLEEEFHAE F 51 B starting values » 4i¢3H] Sample B (Y
neonatal (7 4E 5 =) SR HUTS: 20 4HALAR455E » % Run M BLENIT RS T (FR ReHll
HFSOZEEBHE NN EIRE R 28 > (N BAREBEES THE S 15 EE 70mmHg Ui 4R
40mmHg EFSREREMEAET) © Other (H &) =(AITHE: 120/80 mmHg -
EEMBERET5E R E M - $% Finish WHRAEI 22 2 A EE(E IS —1THY Systolic FI
Diastolic fifizH = ZA1% » BEHUHIES B FEE% 20 4H B starting value #E4A%H R -
PEE RS 50 A starting values » DUILEEHE - (EEFIERR - BEEH
BEHYEERIT T Verdict Table Y REAER ~ SLIGEIIEZEE - #A HEET
HHJEESR -

mi& & H 1 Verdict Table(HIErRA%) - & HEHIET Pass Criteria PYHY = (&4
A WBRGERITE > FEURMERT Pass BUR » K2 Fail SE & DAL FEUR ©



Pressure (mmHg)

201.101.2 Pressurization
380 +
360 + - Assistant = O
340 + Standard: IEC 80601-2-30:2018 ~ =
320 201,101.2 Pressurization e
300 +
+ Pass Criteria: The cuff and bladder and connectien tubing shall be capable of withstanding an internal pressure equal to 180 mmHg (24
280 + kPa) in neonatal mode and 360 mmHg (48 kPa) in others mode for an automated sphygmomanometer.
260 + . S
L Preparation: 1. Connect the cuff to port air reservoir, utilize a mandrel for these tests.
240 + 2. Block port 1 with an external capped tube.
220 | Test Parameter:  Measure Time 2 +| secondis)
200 + Inflation Pressure Verdict
160 + Other 360
140 +
120 +
100 +
80 +
60 +
0T Run Cancel
20 4+
0
Time (s)

[& 71 > 201.101.2 Pressurization ELAEEG I HITE A

ia e ZONE B B R A A R B R S RE R NENEE ST » (B RN FRRZ R
7[> 180 mmHg B H A E T 75K <2 2270 360 mmHg < 411 Pass Criteria i/ » fEAEH#H
HRS T B By

A.
B.

{i£ IEC 80601-2-30 [{7EEL | » 745 201.101.2 Pressurization -

1/ Pass Criteria Eil Preparation {5401 > ¥4 5828 FH A HEAT AR BE T 2K 7 180
mmHg > E At A (£ EELE )78 FH BVl F SR 2275 K2 360 mmHg < F Portl
P B IMBRET » e AR SE AN LAl A 28 FH i b E (Bl Bk B T8 (Mandrel)
FIHEE Air Reservoir FLAEFI2AHIE -

Test Parameter F1—3LFRAEK 2 4H 28 > gt @8 S =0 HA =0 1
2K o % Test Procedure » S8 A Sl =0E —FIETTHIEL - 2 Run I EE)
IMEAET o (R R HIPEIF SO 51 BE R A REBR e EN AR BRI, - B e e (L 2
FOHER T B S 180 mmHg FAEREEATS » BREZHre FI RIS » T
THRHIURSEEREF TR IR » TS MBRGT B /T AR 5 180 mmHg » P21y
MRERL) -

BRI R R 4R - WIS Y 180 mmHg FYEE J77& RRAR ey A1 SR 2 E BN
FRTIERK > Verdict S e B & #IEr Pass 5 [ » AIFUK Fail -



5. 201.105.1 Long-term automatic mode

B Assistant = a X
Standard: |IEC 80601-2-30:2018 ~ =" it
60 4
201.105.1 Long-term automatic mode v 0.0
Pass Criteria: If an automated sphygmomanometer is equipped with a long-term automatic mode, a protection device shall be pr—
to ensure that:
Am:mﬁtmmrwe)
« the total duration i ion periods in an ination shall not exceed the 140 +
maximum i Mlnmlmwiﬂws.md
« after each successful determination, the cuff pressure shall be released and shall remain below 5/15 mmHg for at least 30 |
5 and
B. Single fault (see right figure)
« if the duration of deflation below 5/15 mmHg is less than 30 5, then a pressure relief protection device functioning
independently of the normal condition protection device, shall release the cuff pressure to < 5/15 mmHg. 120
Figure: .t
—u
100 +
i i i 5
mice actwates T
E
we 3
.| 8 s |
L1 ' 3
| : H
<n e
1. Connect the =
2. Connect air reservoir to port air reservoir (Adul nmdemnluemimmwwo
Test Parameter: Systolic Shift 0 |2  Diastolic Shift 0 = 60 4
@ Neonatal normal (O Neonatal single fault (O Othernormal (O Other single fault
| Test condition Inflating time Deflated time(normal230)  Verdict
40
1. Set mode to blood pressure
2. Default BP(Sy=/Dia) = 7lVlOmmHg,HR 60 bpm, Pulse Volume = 0.6 ml, 0 envelopeSys, 0 envelopeDias 20 J
3. Start test.
4. Tum on the automated sphygmomanometer.
5. Check result.

Run Cancel Time (s)
= H d T N e AN
[E 7S » 201.105.1 Long-term automatic mode &2 HITEANE =42y o)

BB Assista < | Pressure Graph
Standard: | IEC 80601-2-30:2018 v = " wi: | |45.46sec, ©.00mmHg
201.105.1 Long-term automatic mode ~ B G0 ®2: | 146.82sec, -- mmHg
mA: 1.36sec, -- mmHg
Pass Criteria: If an automated sphygmomanometer is equipped with a long-term automatic mode. a protection device shall be provided to — wi: 4.82mmHg
ensure that:
A.Nwm-lcomon(mldlﬁgu!)
« the total duration of the periods in an ! shall not exceed the
munumuﬂmumesosnwﬁ nd
.nuucnm(csdudqum-mmumwmwnbem-ndsmnmnmbsowsns"unuglo«nmio: 100 +
s ngle fault (see right figure)
«if the duration of deflation below 5/15 mmHg is less than 305, then a p protection devic
independently of the normal condition protection device, shall eluumet\l'pmsmless/ﬁmmﬁg.
oy | 80 +
[ — 5
e sctaten T
E
W L
g o |
2
- o 2
e e
1. Connect LS
2. Connect air reservoir to port air reservoir wulmmmonmlw:mmn
Test Parameter: Systolic Shift 0 |2/ Diastolic Shift 0 =1
O Neonatal normal @ Neonatal single fault (O Othernormal (O Other single fault 40 +
Deflated time(single
Test condition Inflating time fock<30) Verdict
_ 20
1. Set mode to blood pressure mode.
2. Default BP(Sys/Dia) = 70/40 mmHg. HR = 60 bpm, Pulse Volume = 0.6 ml, 0 envelopeSys, 0 envelopeDias
3. Start test.
4. Tumn on the automated sphygmomanometer.
5. Check result.
i N
0
Run Cancel Time (s)

B+t > 201.105.1 Long-term automatic mode fZEAE#H B HITE N & > BE— &R0

BN R A R B BBy 5 B BRE T RE ZE 240 N R E0 o HYTRRE -
- EIEERNIT
1) FPRETETHIAHE RIS ER 2RI BRAY AR B2 i 90s/180s (i 4= S M=/ FZ B Bk
NSV
2) FEERERIHMERENE - 1B IR AERT /) 30s A 5/15 mmHg (¥4 Hi i
AL BB AR -



- EHER RN ] 30s HETHEEEE 5/15 mmHg)iEF - S —E (R EFRIEEIRD
) PREE PRI ey R JJ 21 5/15 mmHg LUR -

WE N EAE TR RRAEE RS B Ky

A. ¢ IEC80601-2-30 Hy#EEEE T » 7564 201.105.1 Long-term automatic mode °

B. i Pass Criteria £il Preparation {541 - [MEAETEf TR EAH BHEEE =M - R{E
HEIEFE AR M A RERRINVEDR - B —E PRI IReER (B B ik
b)) A=K « RIBIER AR THVE 1 {EZR (R K FE RN E) /B &2 7E 201.104
Maximum inflating time BHEAITRAZ » ASHITHEEEF AR VS 2 {EZEK
(T R J) AR 4EHF 270 30s “NEEAE 5/15 mmHg)Fags o HIEIREAE
201.11.8.101 » FRHI5E 1 1728 #EE 0 DAF8E A MG EAVEEE S E 7S
HYZRAR R

C. Test Parameter 1 —ILFEINNES 4 4H 228 > gl S 4 AR MR & 2 7
AR » $22 08 Test Procedure » 1] DL 4575 Neonatal normal B % AR5 T 4 FlfE
N IEFE N IRERGE S ZEZEIT > 1% Run IERIENMERGT - (R AHITEFESCOZ
ATHAMEHIRYEhRE A 228 - [ RSt as THES S 1546 70mmHg UZ4EER ~ 40mmHg
EREREIMERET) -

D. BIZZE IV JI-BF R 4R - 78 3R — RN RS 6 UM R = 0 2 1% > il
TR T THERE 46.35(2 172 30s){& A Rt —MEEE M - (Rl Verdict REfr H
HlEr Pass 5 K2 » WISRLERFRFE/DTL 30s » AR Fail ©

E.  F57% Neonatal singe fault H &ACHIE0H 4 S =0 N H— R IRERGE &
LT 0 1% Run AGRIENMMERRT o (R Ry HIPR IR SO et BAME NI B RE ER 2
[ EA S it as THE & 15445 70mmHg UZ4EEE ~ 4A0mmHg #T5RERFIMERET) -

F.  BIZETHVRR I-BF 4R - 78 3R — R RS 6 =U MR 1 2 1% > fil
TR S IEZ 4EF 22/ 30s Nk 5 mmHg » ATEANIL AR T 14.6s(-R 1 30s)
PR R AR 0 B B—EBE R o BEEF > A0SR ORaE M B Eh M AT AR S ] A R
it BRI E] 5 mmHg DUN (RURRIPEIF SO 5B - AR B ES THE T 22 3s
LAAY) - Verdict s HEhHIET Pass » 22 » HIEUR Fail -

W

SHEERL

1. FERAGUMBEET GRS 1EC 80601-2-30 °
2. fiEf5FHY(WhaleTeq) BPA700 {5 I i} -



