KEBER0930825
LR 2749A308A
BEERFRNE B '

BEAEFHEERRRER
(2 B & B& )

METREREBOVEER IR TIRENICAOWVWT (£03)

(EEH, EREREORE. APMROE2MOMRSICET 5 EERE 23
D20 23 BLEORBIZ L VEEFSHRENEHEEED THEET 5 EFRE
8B (ER 1T EFEEFBHEETRE 1125, LT IEfER] LW ,) IKESE,
EBERIEDD LODIEH, EHEOBES I ULELRHIRIZOVWTIRIEGESE
BERESEOWIMEEBIZETABIEVIZOWVWT) (ERR 26 £ 11 A5 BEER
1105 8 2 SEA N HEEXRAMHBERH, LT BE@M) LVW),) ITEVWR
L& ZATY,

A, EER, EREREOSH. FPERUVELEORKRSICET /R
H2LD20 BHEI1HEOHREILEL VEAFBHRENEBEEDTRETHE
BB O—HMEWIET 54 (R 27T EEEFBEERE 413 5) ITLVEE
HETHEREREMEMEN LI LIV, TR LB REBMICHERLE
myaZ e LELEOT, HENBREEF. BREEES~OEME LRV
Wiz LET,

¥7-, KBHOFE LA MIITBEAEERRERERRAOBMETER, &8
RIFHBINE, —HAEA BEAERBBELESSSRE. KEEMF#SE - 1
VD L¥LLBERURME S X ANSERBBEASTRARN TEMNTH I E
LLTWET,

i

B ORNTL BREMORNTE4 L LTEMT D,




RS
BEATELZFHRMAIHRESRSCRTIREN

1. S RE RS0 R HE O RIE 5
Wy RISV T, (4. BEATEER FHZNA TSR UHE
FEREHRMA TERES L35,

2. E#MoOBESICH L CTLERIIR
(1) BRI

ETRNRELOAITHRET 3 (BEATELRFHRMA TERER RUTE
BEERFBHRIHA LEHFER) 3. EXRH. ERBBEZOME, FHHRUE
SHOMRSICET I ERSE 2RSS ENSE THEETOREICL Y EAY
BRENEETIHETHERES, TEERBRERV—RERME (R
16 FFEAFMALRE 298 5) JRELIBITTERUVE TS IRETHE
ERATRER2EMHAMA TRERRUHEERFHMALRERL T35, -
L, —mEPCEEARATELZ2GBRVEEMEROMBIIEERWI L LT
B,

(2) BEfF@E & ORISE2FE T~ & TEFMEER L oLk
UTIRTAA LT X BEES & ORSMFME1T 5 Z &, FOBRIZI,
REGRIER SN IHESE ((3) BXREHEMEENT=OI5 | BAERR
BE—HEBR) ZAVWDZL,

@ MH#EIRTZORRKURHEE

M= X7 2 28T 2546, a7 2OBRRURE (BAX, JIST
7201-2-1:1999 MR ABBES R T LA—5 2 — 1 & FREA R U A as—M
R/ S—MERT Y7y b © FA4H EBRMOATVWaRs #) Xk
FS5I| [@RUSNOHEICELREZATWaXRZ ¥ )) 2T 5,

Q@ BERHBRVRIBFRE
FHAMATREARIIRD DN IBREBRVCRIBRBE (HIXE,
IS0 10651-4:2002 [Lung ventilators—Part4:Particular requirements for
operator-powered resuscitators] ¢ [6.1 R)Supplementary oxygen and
delivered oxygen concentration | ##M8B) M3 3.,

@ —EHmRKR



FHRFATRERIIRD bh s —ERTE (B XX, 1S010651-4:2002
(Lung ventilators—Part4:Particular requirements for
operator—powered resuscitators) @ [6.7.1 R)Minimum delivered

volume (Vy,) | 2Z8M) %FMT 5,

@ BREUVERIER
FHXMAIRERBCRDONIBRIKRCHEKER (F 2 iX, IS0

10651-4:2002 [Lung ventilators — Part4:Particular requirements for

operator-powered resuscitators]| ® [6.2 R)Expiratory resistance/6.3

R) Inspiratory resistance] #ZMR) M7 3,

® &t REBRAINEROMESERE
FEIXA IRERICRD b5 BEEKAOBET L (FlAIE, IS0
10651-4:2002 [Lung ventilators — Part4:Particular requirements for
operator-powered resuscitators] ¢ [6.4 R)Patient valve malfunction]

*BR) 2FMET 5.

® ZFEREEK
FRHHA TERAERITRD b B FERER (F2 13, 1S010651-4: 2002 lLung
ventilators — Part4:Particular requirements for operator-powered
resuscitators] @ [6.6 R)Resuscitator deadspace and rebreathing] %

BR) ZWET 5.

@ MERERE
FEWMRITATRERICRODONIMERE L AT & (F 2 I1E, IS0
10651-4:2002 [Lung ventilators — Part4:Particular requirements for
operator—powered resuscitators| ¢ [6.7.2 R)Pressure limitation] %

BR) EFET D,

BROERICHT 2 WE

FHHEA TERAERIZRD b h 2BIROGEGRIC T HRHE (B, 1S0
10651-4:2002 [Lung ventilators — Part4:Particular requirements for
operator—powered resuscitators|] ¢ [5.4.1 R)Drop test] #38 M) %

m‘a-éo

@ KiELicxTBmiE



FHRMALIEERICRODONZ KB LICHT ZMHE (HIAE, IS0
10651-4:2002 [Lung ventilators — Part4:Particular requirement,s for
operator-powered resuscitators] ® [5.5 Immersion in water] %)

o T

® HBERETOEEBE
(7) B TOEYREOBEERIFHEE
FHHHA LBFRAERITRD b 5 TOFE R % O BE R FHE
(#) %4, ISO 10651-4:2002 lLung ventilators—Partd4:Particular
requirements for operator—-powered resuscitators | @ 153
R)Patient valve function after contamination with vomitus] %

BR) T D,

(1) ERBEEVRETRECONERVRE - (EHHBRE
FHHFAA TERESBITRD bW S ERARER VR E RS COMRE
(% 1. ISO 10651-4:2002 lLung ventilators—Part4:Particular
requirements for operator-powered resuscitators ] @ [ 7.1
Storage/7.2 R) Operating conditions] *#M) %4 3,

@ PEEP /\/V7 DEKE
PEEP SN T 2B/ T HBA. HiJll‘?‘Z) PEEP E DB KAEHBEARR (RRAE) &b
BEEANOCRSTHHZ LE2FMET 5,

(3) BEAEGEBEH-T-DIC5|ATELRRE—%
PRIEREE~DBEAIZAL, EXE4ERICES T Z L 2BHAT I D
IZBIATRER BB EIIUTO LRV THY , EFXBEHREB~OFES L RTE
i, chbORBOEREEICEA TSI LeRTIL, £, 2hbo
HBS~DOHBEANRHERTERVWEAIT., BEE2HBTI-DIERTAMD
BRBREDRYMRVYUBBERE~OHER2TT I L T, EXREHER~DE
BETRTLELTES,

O FSEFMOEXS
« JIST 7201-2-1, WMAKEES AT L—552- 110 HFEAR UFE Aigas—
Meggars F—MERVY T > b
+ ISO 10651-4, Lung ventilators—Part4: Particular requirements for
operator-powered resuscitators



@

D1l
1S0 13485, Medical devices—Quality management systems—Requirements
for regulatory purposes ‘

« JIS Q 13485, ERER—RH~RXT AV M RTFLA-HFIBBDOT-DD

ERPFIR

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

devices

- JIST 14971, EREB -V R/ vV AV FOEFBB~OEH
+ IS0 10993-1, Biological evaluation of medical devices-Part 1:

Evaluation and testing within a risk management process

« JIST 0993-1, EREBBOEDENHAM—FELIH : VRI=RT A

7 o RZBT B IR URER

cERR 1949 8 14 B EBKRRRE 0914001 B/ EKALRE 0014001 & F

B A TERAESR O B EEIREIZH>WT (KR )

« RRL 2543 26 B AR 03268 3 & EAEHEERR DR

SRR @A (BEATEL2FHAMALEERORNXEEOR XK
iz STy



