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d) F43F : 33/ 4/ F183
5% 471 &8, Fdd, ¥
7171(Type 2 <)
a) Ao 7HE% : 300m/s*(30g)
A4 717 : 6ms
c) 2 &H : half-sine
d)y 435 : 33 /%4%/= F183]
Hx o] 7]E2 [EC60601-1-11 il
- olEF %&ﬂbfﬂ' FAE 7171(Type 2 o)

(@)
~
E

IEC 60068-2-27(2008) 8
o AP Bed

a) Ad 714 % @ 1,000m/s°(100g)
b) A& 7%t : 6ms
c) 223 H : half-sine
d) 435 : 33 /WF/ = F183]
 HE o 71F8 IEC60601-1-11 L
IEC 60068-2-31°9] A3t A1 F <HHA 9

Folut AE A5l o g glojor wk.

- 2 #F(ma s) <1kg, 0.25m
2 %(mass) =10kg, 0.Im IEC 60068-2-31(2008) 5
4 ¥ (mass) <50kg, 0.05m o AIAWHE WEL
- 50kg < ##(mass), 0.0lm

‘&

IEC 60529(2001

) 13, 14
71 o A E E}—E—V/P.
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ol AE ] Aol o]ito] flojoF dth

IEC 60068-2-30(2005) 8

> neAFF) NP2 _
- APE L% 40427T o AEEEE wETh
- ARE FE  B%
- AAAIZE - 96A13E
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11) ISO/IEEE 11073-10420 : Health informatics - Personal health device communication - Part
10420 : Device specialization - Body composition analyzer
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4 FE2A FYSTFESH7IY S FAY

42 A7 71AA A 2FAES

Fd2A 0 HHSFES g ol
213 o) ok o A 31 A] A|2009-137% B+ TEC 60601-1 %Zﬂ,
Z7}2 15O 2678212)714-S 8-k},

b, 2o ekZ ot A A A|2009-1373. 2] 8 = ol Kol T
st= AlY FEE oty W&o = thA g

Al A W&
- o L9 %] 3] v A = B 7o
51 A7) 2A020E HE 3T A oj]ﬂ(permanently installed)7} obd 749 25717], WEd Y
71715 7V
a) THXEHE : +10~+40TC = +5~+40T
b) AUEEEY : 30~75% = 15~98%, $EHA %S

H
o) 7I¢H S : 70~106kPa = 700~1060hPa
51 7
1021 2% F1. AZAT AEBAE A7) Bslnt AR WA= AN A9, 1
AHEAE 7171011 EAIST [EC 60601111 4223 mhet A8
22, 053 A8TIH 71719 A%, AZA A8RAL A7) Wt
He HAZ A ]O]—% IEC 60601-1-11 4.2.34° me} Al @3t

1022 A4 BRAAY WS S5%-110% (% AAHALE AT 1271712 B 5
A5k AL 80%~110%% &heh
16. &4 2 B AH IEC 61032 : 1997 [Figure 13]¢] 4% BHAE IA A3 F7}

FA2A ANEEESAIE T AE Ay PAIES B
sok g,

12) ISO 26782 : Anaesthetic and respiratory equipment - Spirometers intended for the
measurement of time forced expired volume in humans
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% BIPS(body temperature and pressure saturated) :| - T
2EE7C), W71, F5717F 238 714
15026782 7.19] A #7]%0] wETh
(B . ZHRAL +3% L 0.05litter ook 3h
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4| BAENF @212 0 6k BATEVI and FEVGR] F TR Z}"H ke
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46 NSRS THF FA 2TAY
HANWSZFESHI= Y AHESES 13 A
Elg=
Al 7 F Al
IEC 60068-2-64°] WEHZET AP F <AdA <
ol AF2 A5l o]ide] flojof sttt
) AlEEA
- 5% FAVMESIA Ge #£AY, A8F,
g, olsd 717
a) 7H&531%
- 10~100Hz : 1,0(m/s°)*/Hz
Nl 2 = - 100~200Hz : -3db per octave IEC 60068-2-64(2008) 8
el - 200~2,000Hz : 0.5(m/s%)?/Hz o AFw e wao

b) A& 7|7t : 308 /35
T sAbsE FAE, FEE, FUHE,
3]

- 10~100Hz : 1,0(m/s°)*/Hz

- 100~200Hz : -3db per octave

- 200~2,000Hz : 0,5(m/s°)*/Hz
b) A&7zt : 308 /35

ofj
i

IEC 60068-2-272] F24 Ald & A Aoy
A Fel Aol o]io] glojof it}

F) gz
- olBF BAbsRA gE £AY, 283
Fo3, o153 717

7

a) AW 7I&E% : 150m/s°(15g)
b) A& 717k @ 11ms
c) 223 H : half-sine

ofy

KELTE SxaeloTe® N ol

A3l 2 39 /8 /= F1839)
T BAES FEY, FUE, o5y
(Type 2 ©l))

7} 1 300m/s’(30g)
71ZF : 6ms
& : half-sine
Sl @ 33 /3= F183)

71%S [EC60601-1-11 it
2 7Vss A8 717](Type 2 o)
7F& % 1,000m/s*(100g)
17t : 6ms
: half-sine

33 /W3 & %183
7]1&-& IEC60601-1-11 a1

N, offl

IEC 60068-2-27(2008) 8
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HS Al g g & Al Y 7 &= Al owk
IEC 60068-2-319] #fat Ald = 4 4l
Foluh AEe] Aol ool glolof Tk,
F1) APz
- FUE, o15F A7 A8
a) AHst Fol
- A% (mass) <1kg, 0.25m
5 g e 1kg < A%F(mass) <10kg, 0.Im IEC 60068-2-31(2008) 5
o 10kg < A"F(mass) <50kg, 0.05m o AIAWHE EL
- 50kg < & (mass), 0.0lm
b) et 314 : 23]
F2) FUE F AFE Aol FUl&7I(A el
Az A ALgElor & A9 FUlE71(A
o|2)E A T AFHI=E
F3) FAY, L8PS FHFEY A
Aol u}&
IEC 605299 Wz 2 W= Al & QFHA 9
Folu AF sl o]do] glojof st
IEC 60529(2001) 13, 14
G RARRT o eone g2 o ANEUYe He.
-o%d, nA43F P21
[EC 60068-2-308] 1215 Al T obHA 9
FHoly AF2] Aol o]io] glojof st
. IEC 60068-2-30(2005) 8
5 Aas F) AlEERA .
H A RE 2% 4042 o A YuHS wEt)
- AYE S5 93,9
- AIFAIZE - 9641
17 AEAE 1T HAY LTAY
FA2A N HUNEZFTESA|I= AFHEAE A S FAERS A XA}
AZse ASATAA met AT dBUE)TE SRS
o 3= deolgrt U=AE HASFEoF s, FUE g3 £
e A8
HE | A ¥ & = A8 7 = Al E 9y
DAY AeH 2 AGAS REE AR/
. zde A@w
1 | a9 Asg [Holy 85e 9RA AR Ans %ﬂagﬂ 18l
T Qojof st} =




AlLE 7 = Al E R

opg-2u 20l 7)719] AAE EFA o)
A S w730k shch u}

# vhg32g 2@ 5 e 21700 H9Y

[
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>
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48 Alo|Edolete] T ZR2EZ ek 8 FAMY

FH2A] HAHSZFESE7IS} ACIEd)r FA ZEEZS
ISO/IEEE 11073-206013 ISO/IEEE 11073-1042114)9 7]&
MY T4 ZEEZS O “AUARCE A ZEEESS AMEE

T At

2
st
lo
o

14) ISO/IEEE 11073-10421 : Health informatics - Personal health device communication - Part
10421 : Device specialization - Peak expiratory flow monitor(peak flow)
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Jo

AxA| o] A&EUAFY 79 & FAE

T XR5E Y3 ALdA =} 2 Jdeds FYsie 89
A5 24dsH, 94488 EHo= —’Fé‘% AHE AolEfo|E AL
ste 7S AW Jded FYF 2 Al=Ho| H&3in

¥ AU (el ) dEsdHTA7I= & 7Hol=eklol A AlLjgitt,

il A 4
Fa2A AdaAFY7 A7 71AF kAol g 7|EL AF
N ] A2009-137% & IEC 60601-1 23S &3},
2 TEC 60601-2-2415) 71738 283k},
ok, Al ZojokZ ot 1A A|2009-1375. 2 W& F ol Fol a3
18 g5 ofg) Y&o= A g

NG oA e

| —

J T 28 7] 7] (permanently installed)7} obd A9 25717], lFH 4
71715 7hs

QO

) FHLEHY : +10~+40T = +5~+40TC
) BEERS  30~75% = 15~93%, $FHA 5
) 719 $] : 70~106kPa = 700~1060hPa

(=

(@)

51 72
1021 273 21 AZATE AALBALS A7 melnuth e Wels AN A 1

AHEZAL 7)7]d FAEkAL IEC 60601-1-11 42289l whe} Alagq;
F2. olFF AHTEES 71719 B, AZRAVE AMSE S 7] MAEY
Qo Wz AAsHE [EC 60601-1-11 4.2.340] wre} A1 &g

1022 Al TAAY HM 85%~110% (&, AHFAE A d871719 3% 34
9t WS 80%~110%= 3teh
16. 917 2 B3 AH IEC 61032 : 1997 [Figure 13]¢] 48 HIXE BA A|F 37}

FazAol AEAFAINE T Y A WANEL wEsob

15) IEC 60601-2-24 : Medical electrical equipment - Part 2 : Particular requirements for
infusion pumps and controllers
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Biological evaluation of medical devices

FAZ A A|2010-36% :
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™
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16) A1E] FEQFH A 1A A2009-55% -

17) 1SO 10993 :

18)



Mo | Al E &= Al E 7 E Al g
- . . . ISO 10993-5, Cytotoxicity Testd =
AEE AR | AR me Agg W e e
i A 3lsldo)r B e
(MEM elution) | #3ts}ejof ot (2227 37C, 2447
] @] wel AlsE ISO  10993-10, Annex B, B.2.
ke A | Sapolo shet Intracutaneous(Intradermal) Reactivity
e b Test@oll wheh Al dgo.
10 | 2H=N A9 /\]:d‘fo“?‘j | E‘E}E]- Algg o |ISO  10993-11, 6.5 vAcute Systemic
2 ghstefof Fht Toxicityoll w2} A3}
1 ey A | ) Aol wek A9 W 1S010993-11 & USP <151> Pyrogen
2| hstefof gt Test @l we} A3t
55 4% {TAM}

T2 dedFA7I= s HeH7E 7€ WSS oF I
He | A E = S I Al d g
dedTU7l AR7HE

1 FAYF Aol wel AlEE w Error WIAIAIZE UYEHAIZ Y] Al

HAEAAANE (WA o HALAANE BAH ook itk et
ofef o] JaollM Ao FAIFIL PGHoT
37} &eof gt
1) ¥iElg] ZEFo] E3-(Low battery) ~ _
_ Zdo] Al
2 | AR HANY | 2 A% ADF Do) Re(low reservoi |10 TTEH
3) AEdFH7] AA Ui 2F T
(Infusion set not loaded properly)
4 TUTH
3 | sbge A Ime] AZollM FH24 50dBe] 7Hd5o] SdoF HAIEAS] ARl
tt. &t
ofefe] el AlFHor FAIHL FAHO
= o] gelob an
1) &4 (Occlusion)
2) F715FY(Air-in-line)
3) 3;]4@3} EE(Improper flow of fluid)
4) wj 4(Dep1eted battery)
5 < gﬂ Xizuw & §l(Empty reservoir) Az Ao

4 d FRINE | 6) BF2 AldE 2 (Bolus limit exceeded) E}E;} e

7) Al OPJr A/ 7N (Panel unlocked /door open) T
8) Alo}7] U= L (Key pressed alarm)

9 }Zi 1735 25 {(Power on self test failure)

10) = WAYS 2F{(Pump mechanism failure)

11) ZE(Overheating)

12) 8iEl2] A&} (Defective battery)

331 : ¥] FDA 710|%2~ - infusion pump
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1) IEC 60601-1 : Medical electrical equipment - Part 1 : General
requirements for safety

2) IEC 60601-1-2 : Medical electrical equipment - Part 1-2 : General
requirements for basic safety and essential performance - Collateral
standard : Electromagnetic compatibility - Requirements and tests

3) IEC 60601-1-11 : Medical electrical equipment - Part 1-11 : General
requirements for basic safety and essential performance - Collateral
standard : Requirements for medical electrical equipment and medical
electrical systems used in the home healthcare environment

4) TEC 60601-2-24 : Medical electrical equipment - Part 2 : Particular
requirements for infusion pumps and controllers

5) IEC 60601-2-47 : Medical electrical equipment - Part 2-47 : Particular
requirements for the safety, including essential performance, of
ambulatory electrocardiographic systems

6) IEC 60601-2-51 : Medical electrical equipment - Part 2-51 : Particular
requirements for the safety, including essential performance, of
recording and analysing single channel and multichannel
electrocardiographs

7) ISO/IEEE 11073-10406 : Health informatics - Personal health device
communication - Part 10406 : Device specialization - Basic
Electrocardiograph(ECG) (1 to 3-lead ECG)

8) ISO/IEEE 11073-10419 : Health informatics - Personal health device
communication - Part 10419 : Device specialization - Insulin pump

9) ISO/IEEE 11073-10420 : Health informatics - Personal health device
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communication - Part 10420 : Device specialization - Body
composition analyzer

10) ISO/IEEE 11073-10421 : Health informatics - Personal health device
communication - Part 10421 : Device specialization - Peak expiratory
flow monitor(peak flow)

11) ISO/IEEE 11073-20601 : Health informatics - Personal health device
communication - Part 20601 : Application profile - Optimized
exchange protocol

12) IEC 60068-2-27 : Environmental testing - Part 2-27 : Tests - Test Ea
and guidance : Shock

13) IEC 60068-2-30 : Environmental testing - Part 2-30 : Tests - Test Db
: Damp heat, cyclic (12 h + 12 h cycle)

14) IEC 60068-2-31 : Environmental testing - Part 2-31 : Tests - Test Ec :
Rough handling shocks, primarily for equipment-type specimens

15) IEC 60068-2-64 : Environmental testing - Part 2-64 : Tests - Test Fh :
Vibration, broadband random and guidance

16) IEC 60529 : Degrees of protection provided by enclosures (IP Code)

17) IEC 62209-2 : Human exposure to radio frequency fields from hand-held
and body-mounted wireless communication devices - Human models,
instrumentation, and procedures - Part 2 : Procedure to determine the
specific absorption rate (SAR) for wireless communication devices used
in close proximity to the human body (frequency range of 30 MHz to 6
GHz)

18) ISO 10993 : Biological evaluation of medical devices

19) ISO 26782 : Anaesthetic and respiratory equipment - Spirometers

intended for the measurement of time forced expired volume in
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