EAEFKO0930E2E
Yk 27H#9H30H
BEEFRME B

B4
(

BE =
Fl

oF

s 7

BinAR
)

>

EEEEERHBBORBIEEECETAIRFICHONT (F03)

EXRE, EREEHREOLRE, AR OESMORMGEEICET 5 HBESE 23
D20 23 FIHOREWC LV EAFBRENEELTED THRET 5 ERKE
2 CER 1T EEASBEERE 1125, DT IEEER] L) ,) i ESE,
EEGRICED D bDODIEN, BEDHESICH LLBERER DWW ULIGES
HERBHFROBEEEICE T 2BHRVICOWT] (Fik 26 4 11 A 5 BEAR
1105 3 2 BRAGBEERELF/EED, LT [BEEM L0)H,) 12X R
L& ZATT,

S, [EEG, EREREOLE., AR UOZEMORRSIZET A ER
5 235&D2D 23 F1ROHAEBICLVEEFBRENEEL EDTHEET DE
RIS DO —EEWIET A1) (Frk 27 ERAFBELERE 413 5) ICXVIE
BEEFHEERBIESEBINSNTZZ LIV, TRO B BEBRMICHIREE
szl LELZoT, EENEARAK, BRELES~ORADERBEN
Wiz LE,

Flo, REHOE LML TBEAEELERESVEMEEER, £5&
WAL DR, —ktMEN B AERISSREXES SR, KEEEREES
VD IEZSR RN EY X ABEERBSREZESEZB R CEMTH L
ELTWET,

G

B ORIRE BRBMOBE4 & LTEMT 2,



LIRS
AEAMREZRFBNIMATHARSEICET 2 BEV

1. BETHEERMBBOESS®HFAOTEH XS
LRZEBHRBEAILOWTIE, 4. BEATRELZFERMA THESE OHEE
FERFEBRMATEHAR T35,

2. EEOHEAICEA L CHERFIE
(1) A

EHETHRE 1 D4 ICHET 2 HEA TR FERIHA TSR RO
EEEHFEMALEAER] 13, BEXRL, EREREOLE., AR UE
EMORAREICETAEESE 2LESENGE TEEF TCORTICL W EAR
BREIEET 2EETEERERE, THERBBRORERES (Em
16 FEEFBEETRE285) BIREL1FBTITEROB 119 FIHETLIH
EAMRELFHRMATHRERLOEEEAFH A LRERL T5, =
7ZLU, —mBPICHEAT 2R BROHEEFEAORBIIESERN L 2T
%o

(2) BEfFiLE & OREMZ T~ & EEFMER L ZoE%E

UTORTREZEEE 2 BEFML & ORSEFEE21T Y 2 &, 2 OBITIZ,
BEfFib IS A Sh o ks ((3) BEARFEMEREL T2 3720128 AFRE2 4
#E-—RKEZZR) zAVD L,

O H#EaxIZOBREVREE :

MéEa Ry 2263 2BE, H#EaX 7 ZOBRKOKEE (1212, JIST
7201-2-1:1999 TRARREES AT h—25 2 — 1 &8 BRERA K& ORI 28—
gEa k7 Z—MER Yy M) O B4HE [EBMOMTWaxy &) X
%5 [@BUANOMEICIELNZAT\Waxr ¥]) 2+ 3,

Q@ BEHHERVERIBREE
FEIRXMALFERIIRD DN IBREEROBRSETREE (B 203,
IS0 10651-4:2002 [Lung ventilators—Part4:Particular requirements for
operator—powered resuscitators] @ [6.1 R)Supplementary oxygen and
delivered oxygen concentration | # &) ZFM3 3,

® —E#EE



FHXNWALRHERIRD DN L —EBEKE (Bl 2I1E, IS0 10651-4: 2002
[Lung ventilators—Part4:Particular requirements for
operator—powered resuscitators] @ [6.7.1 R)Minimum delivered

volume (Vy,) | Z&MR) ZFHET 5,

@® MR K% ORESIH

FHAMALHFERIIRD DN 2 BRI EOEKERL (B 21X, 10
10651-4:2002 [ Lung ventilators — Part4:Particular requirements for
operator—powered resuscitators] @ [6.2 R)Expiratory resistance/6.3

R) Inspiratory resistance] &) ZIM< 5,

® miERREMINEONSETE
FEIA TERAESRICRD D3 BEFKFOMERE (FI2I1E, IS0
10651-4:2002 [Lung ventilators — Part4:Particular requirements for
operator-powered resuscitators] @ [6.4 R)Patient valve malfunction]

#ZR) 2R 5,

® FEEE
FEPUTA TEAESRITRD b D FEREE (7] 213, IS0 10651-4:2002 [Lung
ventilators — Part4:Particular requirements for operator—powered
resuscitators] @ [6.6 R)Resuscitator deadspace and rebreathing| %

Z) ZFHhT 5,

@ hnEFAERE
FRHAMALBRERIRDODONDIMERE AT & (2 1E, 150
10651-4:2002 [Lung ventilators — Part4:Particular requirements for
operator—powered resuscitators] @ [6.7.2 R)Pressure limitation] %

ZR) ZiHhT 5,

PR R BT\ A TR

FEIFUNA LA AR TR D DL 2 IRAVE R IC T 2HE (Bl x0E, 1S0
10651-4:2002 [ Lung ventilators — Part4:Particular requirements for
operator—powered resuscitators] @ [5.4.1 R)Drop test] & M) %

45,

© K LT3 HE



FEXAMATEHFERIIKRD SN KB LICKHT 2 (F 21, IS0
10651-4:2002 [ Lung ventilators — Part4:Particular requlrements for
operator—powered resuscitators] @ [5.5 Immersion in water] %% FR)

2 FIT 5.

©® MHERECOEFEE
(77) {54 T D544 0 BAE PR AR
FEIFUNA TR AR D L2 ) TOIEGR% O BE TR L AE
(21X, ISO 10651-4:2002 [Lung ventilators —Part4:Particular
requirements for operator—powered resuscitators | @ [5.3
R)Patient valve function after contamination with vomitus] %

ZM) ZFHEY 5,

(4)@%%%&@%%%FT@@%&@ﬁ& {FEIEREE
FERIFMA LR ERITRD b L2 EARER MRERE TOMRE
(Fl 21X, ISO 10651-4:2002 [Lung ventilators —Part4:Particular

requirements for operator—powered resuscitators | @ [ 7.1
Storage/7.2 R)Operating conditions] Z &) % FfH4 3,

@ PEEP N7 DEFEKE
mWAw7%ﬁﬁé%é\ﬁm¢5%mF®ﬁk1ﬂ%ﬁ%(wﬁ)&
B & EENICFAETHDZ L 2T 5,

(3) EAREMEEZTW T OIS ArERHERE &
REEE~OHEA I L, EAEHEECEETSZ k%ﬁ%#ét
(AR FEIILUTOLRE Y THY | EREFERE~OES 2R TE
I, CHODRROERFEHICERT DI L2rdl &, £, ZhbD
MEE~DOHEE PR TERVWEEIE, BELERT 2 -0IERT 3o
MBEDOZ LMK CLFREE~DOHEEE R T Z L T, EREGEAE~DOHE

BrERTILHTED,

O RSEEFEOE xS
« JIST 7201-2-1, WRARRERS AT 5 —2 2 - 150 BRERA K ORI FAkas
M#E=r7 Z—MgERY v b
+ ISO 10651-4, Lung ventilators—Part4: Particular requirements for

operator—powered resuscitators



@

Z D
15013485, Medical devices—Qualitymanagement systems—Requirements
for regulatory purposes

- JIS Q 13485, EFRMR - RE R VAY PURT A—HHIBBORDD

RREIH

+ IS0 14971, Medical devices—Application of risk management to medical

devices

< JIST 14971, BRI -V R <~V A N DERBE~DOEA
+ IS0 10993-1, Biological evaluation of medical devices—Part 1:

Evaluation and testing within a risk management process

< JIST 0993-1, EREEIROEMFERFTM—FE 15 : URIZ<RZIAL |k

7 a e AR AR L O

<R 194 9 A 14 B EBR3EEE 0914001 B /A F5 0914001 & [F

BRI A TARASE O B EEREIZ ST () |

- Rk 265 3 A 26 B BEARH 0326 8 3 B BEAMEEEXALFRES

FKREEN (EEATELFERNMATHEEBORMCELDHE 58
Iz oW



