WAFK0O9IOE2E
EH2T7THE9A30H
£ HRIEFEME B

BEEFBAERR
( A

oJF
Um
o

&
)

>

BESHEERMSBRORBHEEEIZETIWMBFWVIZONT (£D03)

(EHER, EFES%0OLE, AOEEUEEMOMGSITET 5 BEE 23
D20 23 FLEOBEK LVEATBRENEELED THEET D ERE
85 CER 17 FEAFBEETE 1128, UT BEER] L), KESX,
EMERICEDD HLODIEN, EEOBEAICHE LN ELRBEIZOWTIRKIEER
PR FH AR OFRAE MBI BT A B W E DWW T (FERR 26 &£ 11 A 5 REAZR
1105 35 2 BRAFEHEEESLFREMN, LT REBEH] Ln),) IKXYR
L&k ZATT, ,

A, TEER, EFREREOHRE. ARV ORRECET 554
B2RWHERO20 E1IHORATFIC LV EAFHREREELZED TRETIE
RO — A SWIET A1) (ERR 27T FEEFBESRE 413 5) Itk vigE
PEFHEFMBENMENZZ LT, TR0 &R BEEMICHGEE
MTazZLeLELEOT, EENBEFREE, BEFEREESE~ORMEBEN
Wiz LET,

(e, RBHOELEMIITEEAERLERESRSEEEERE, £3&
R OR, —RHEEEA B AEREBRESRES SR, KEEREE - |
VDIESESRERUVHRMNE VR AGEERBSZERSEZEBRR TGEfITH2 ¢
ELTWET,

]EIIIH

ABEBHROBEEZ BRBROHNEK4 &L LTEMNT 5,

S R\
R

(21,930 )

T3




Bl
BEMATEZ FEHXMATHRAESRS TET 2 BEY

1. BEEHERESOELHFEORER S
BHEEGHEIC OV, T4, BEATE2EHRIA TEAREOHE
A FEEHRMALRES] 235,

2. BEROESICE L THELEE
(1) EFA%EH :

ERBIRE L OAICRET S (BEHTREAFSXNMALHEER RUTHE
68 F BI2Ub A TERAERS ) 13, EIRA, BRESEOME., PHROE
SO REICET AR E 2 RESENLE THETOREICL VEAY
BREFEET>RETHEREN. THERMBREU—RERBS (ER
16 FEAFBEERE 208 5) IRFELIETTBERUE 19 B EHETIE
ERTRE R FBNPA TERAEBEUCHEEAFEEBRMATRERL 55, &
L, —aBRCEEATRERGARUCEEEAORBREERNI L LT
B, :

(2) BEFEMB L ORSMHE2FTMeT~NE ETEHEER & 0

UTORTASZZEE 2 BBRRE OMSUTFmEITY = &, £ OB,
BEEmICEA SN HEE ((3) EREMEMEET- T dIZs A
BE—EBEER) ZRVWHZ &,

O H#EExRs ZOBREURE

A7 2207286, A#EaR7 ZORREOEEE (21E, JIST
7201-2-1:1999 TRAMERY X7 A—2 2 — 140 FRERA K ONEIR A e58—M
oy F—AERVY 7y b © F48 T&BHEOHTVWaxs ¥ L
FHH [ERUANOHMBITELNZETWaR 2 %)) 25ET+ 5,

@ MIEHBERVRSEBRRE
FEHRMALRERICRD DN IBBEUBRRORTEREE (Bl
IS0 10651-4:2002 lLung ventilators—Part4:Particular requirements for
operator—-powered resuscitators| ¢ [6.1 R)Supplementary okygen and
delivered oxygen concentration | * 2 M) ZEEM3 3,

@ —E#RE



FEF A TEERITRD b —E#HRSE (FA1X, 1S010651-4:2002
[Lung ventilators—Part4:Particular requirements for
operator—-powered resuscitators] @ [6.7.1 R)Minimum delivered

volume (V) | 25M) Z7MET 2,

@ WEK OIS

FHAMALHRERICRD DN ZHRECHELKES (B 21T, IS0
10651-4:2002 [ Lung ventilators — Part4:Particular requirements for
operator—-powered resuscitators] @ [6.2 R)Expiratory resistance/6.3'
R) Inspiratory resistance| #Z M) ZFMT 5,

® &R EEEANREOMEREEE
FEXMATRERICKRD o5 BEEXKFOWERE (Flx X, IS0
10651-4:2002 [Lung ventilators — Part4:Particular requirements for
operator-powered resuscitators] @ [6.4 R)Patient valve malfunction]

B R) BT 5.

® FEEE
FEEA TEAERITKD b B FERER (6 21X, IS0 10651-4:2002 [Lung
ventilators — Part4:Particular requirements for operator—powered
resuscitators] ¢ [6.6 R)Resuscitator deadspace and rebreathing] #

ZR) &b 5,

@ IETRER :
FERAMALBERIIRDODONDIMERE S AT A (Fl 21X, IS0
10651-4:2002 [Lung ventilators — Part4:Particular requirements for
operator—powered resuscitators] @ [6.7.2 R)Pressure limitation] #

M) 2T 5,

® WRMEECHTAEE -

FEIFUMA TRRAERITRD b 2 8RAERIC - 5t (Fl2d, IS0
10651-4:2002 [ Lung ventilators — Part4:Particular requirements for
operator—powered resuscitators] @ [5.4.1 R)Drop test] #HH) A
flid 5,

® KE Lz i



FRAMALHFERIIROONAZ KB LIZHTHME (Fl XX, 150
10651-4:2002 [Lung ventilators — Part4:Particular requirements for
operator-powered resuscitators] ¢ 5.5 Immersion in water| #ZHR)

& RIS 5.

® BERECTOEFHE
(7) {EYCOIEYR% O BEFRFHEEE
FEFITA TR AERITRD b3 ) TOTHEYRE O BF TR PR
(2 ¥X, T1SO 10651-4:2002 Lung ventilators—Part4:Particular
requirements for operator—powered resuscitators | o 153
R)Patient valve function after contamination with vomitus| %

ZR) ZFEd 5,

() HARERVRERE COMERURE - FEHRE
FEAITATEHRERICRD b2 EHRER CREBRE TOMEE
(%)% 42, TS0 10651-4:2002 MLung ventilators —Part4:Particular

requirements for operator-powered resuscitators | @ [ 7.1
Storage/7.2 R) Operating conditions) #Z£H) ZFEMT 5,

@ : PEEP S NVT OEKE
PEEP ST 8T 28548, 109 5 PEEP JEOB AESEERZ (GREHE) &
B EEENICRASETHD Z 2T 5,

(3) HARBERLAELE 720103 B R
 RREEE~OESICE L, EAEAEECEST R L 2RET A0
ummﬁﬁtﬁ%%iurwa%nr%n\Exﬁwgﬁmwﬁﬁéﬁfﬁ
W, IO OHBOERERIZESTAZEETRTI L, £, TAHD
ﬁ%%«@ﬁAm%wrgﬁm%ﬁ- I, EEEHERT A IR B0
B EOR SR OSSR E~OEE 2RT o b O, BAEELE~DE
BERRTIELTES,

O REMFMHDOE X
< JIST 7201~2-1, WAREES AT A—5 2~ 1::[5 VR P e ORI, R A 2R~
MAgEaxs F—HERVYY 7y k .
« ISO 106514, Lﬁng ventilators—Part4: Particular requirements for

operator-powered resuscitators



@ Zoif

« IS0 13485, Medical devices—Quality management systems—Requirements
for regulatory purposes

» JIS Q 13485, EREB—RERXVA L MAT A-HHBRDID D
EREIA

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

» JIS T 14971, BRI~V R v RV A F OEFERE~OE A

- IS0 10993-1, Biological evaluation of medical devices-Part 1:
Evaluation and testing within a risk management process

- JIS T 0993-1, ERBERBOEMFIFTM—FEL1E : VRIZ=RTA LB
7 u ot AR DRI R URER

- Ak 19459 A 14 B EBUR IS 0914001 5 FALZHKE 0914001 & [
B A TEAER O B EBIRFICS>WT (KR)

- FRE 25423 A 26 B R 0326 5 35 BEAFBEEXRRRLEN
REREHN BEATERFEIMALBERESORNCEFOE AR
E\ZDOWT]






