ERERAR DR EEIIEDHE

1 HEOMmE]

O EXm. EERSRFORE. AUNRUVREMOHERKRFICET HEE (BBFN 35 £
FIEE, UT RN EWVWS,) OREICEDE, EERFEZEERTLLS LT5F(E.
mBZEIT, BEBEDURIVFITHEL., KB, RAXIEBEBEHMBEE SN TS,

O Zm>b. BECHERWKS. EEERME. ANZHAEERICOVTIX EFE 235
D2N 23 F1EDREICEDE, REZEIZZFDEERFICOVTOEEFBRENE
BREZTH-BORIAZZITHRTNELGRSHENWIEESINTEY ., EER. EEEREZEOR
BE. ARV REHEOEREICHAT SIEFEEF - +T=50_DO-+=F—HOHATEIZLY
BEFBRENEEZTEDTHEET SEEMSE (Fl 1T EEEFBHEERE 1125, L
T I&R] EWD.) ITEVWT, TOEREFROLMEFMOEE (LT IFBFAEE)] &
LS,) ARENTLNS,

2 HEDHE
O MHERFFEFRERBEOREIC LERT ITRMEMEETHS FEMSERELI=
v b RU THGHMESISEBEI=Y k] I2DWLWT, k. EREIERIEEL KB A KR
SN LIV, EROERBSRICRIBIMBREIZRLIERAINRE 1 ITDOVTHEDR

EZ1T2,

3 BZ

~ B:SM5FE2A/ATH (%)

/,

4

O |Of

1/8


MMGKF
テキスト ボックス
資料２



Rt KB BEL = v MERREEYE (BIER)

RS, EFESAREOME., AR O EEOMRZEIZEET 218 LT A &
WI)E T ZR0 "0 T ZETHOBREIC L W EAE KRN EER T TRET
% e A B AR 1T, ISR — 0 T 2 MBI @ AT D RIFR OIS 5 b
O (ELEMOT-OIHHIND Z ENREE SN TS HLDOEERL,) THo T, IEE
PU-—2555 ZTED I EIC X 0 [EA B REINE D B ERE RO FLUE (LR EHEEASS
B S REE 5, LUF AT L)) IZEET b0 LT 5, 72721,
M2 AT PRIE RS AR DT . R M OURBR, o T 7 vE U IR BE A A A 0D i P A B
RS EFICBWT TBEFEME ] &0 ),) EREMICFSETRWE X, 2%
IROBETTIEH L72v,

ZOERIZED D HODIEN, EFH =[O0+ =58 HOKEIZ L W EATS
BYRENED 2 FEEOT A IR LRIl JBAG B RS - AEEERRPED
HbDET D,

(R —)
% %
= DA PR BEAESL H & DR %
(— A FR) P T & SRR fi B #3503
THE &R
1 FeeEGER = k (BiAT) EEIOFRED T, EIREE

2 Fft B EIXGERS == & | IROFHIIEE B 122D T | HEREIRSERRE O B3 DI

JEAE G A e 3R - AETES | a5 2 &,

ERENED 5 HHEIC

LT 25 Z &,

1 e KRG

2 MG TRSRE

3 BB FAHIRE

4 Mz x s 2 ORI
K OV g

5 HERKIEIFRIE R OMERE
(FEZ)

R OFHHHE B 22\ T

JEA G A 1R 3K - AR

ERENED 5 HHEIZ

L VEHIET % Z &,

1 RIS

2 MR TRSRE

3 BB FAHIRE

2/8



4 MgEax 7 ¥ ORI
R ONEE

5 R ERERS DOMERE

6 FEBAICRELFE T

DIERE

(B%E) —BRIAHOER

S GHEZY

. E =
(JMDN =— R)
i cERE>= | LIZLIXCPAP (FFRGEBE) &\Wbhbd, TORE L
v b JENT—EROEESE - EREBFICHGE L, k- Tht
(36700000) AEEOBERBICL, TARKBEIRET2EEEZ V), E
FiOFEED T, B, KuabAZEIC X % HEARRE L E DA
BEICANWD,
Frie ) B BYKGE B E | B REMPRFFCRRRERTEY H7-6 L, Mlafxz g+ 5
2=v b T=OICRAWAEEEZ VS, LIZUIZES) CPAP (FFmivRoErs

(37234000)

JE) bbb, EROFEDOT, @y, KuaHEICX 2
AR BRI FE DR A BFICAWS, B —%2FIH L TKE
JEA B BAOIZFREN S, Y072 CPAP [E & 72 5,

(B3E) UBEEOXR L 2 HRRH2BEROIMEE

3/8




RIS 8

it ROBE G = MBI 2 Bk (SOER)

WSS R s Ny (@ RGeS T o o L pRERGEL Bl

—H AT I/ raNN v LESSRY A= IV LHJ AP NS [//4 oy T Zo S IR | V] V) = |
oEiB I e — o, W b

NIETTT- LI 7 [SY4Ke)

HRRE 1 O 8ITHET D TFMKIERTEL=y b KT [Fikr B
BXGEREL = M X, BN, ERERFOMNE., AL OZEMED
MR ISR 2 A 2 B S T L TTHE TOMREIC L v EATE K
FLNEET DM B BLE RIS, BHEREGS L O R EREZS CFL 16
IR TEE SR 298 5) BIFRE 15 785 5 KOV 789 FITHLET 2 Frfit
PRGBS E =y MR ORI BB RGER 2=y N &35 (LT THfke)
RUEET =y FE] LW 9), Fo, MG & U TINRINTER, FE[E]#E
EaUHmeN b5, 7272 L, IROZEREITEHEHI & T 5,

D AR E R & L CofH2 BN+ 53 E

@ HAN M BN E BB 2 YRR X G T 2

@ HrEWR 2o G e dkiE

@ FEI D72 Wik e M O 7= 72 BRIR PR EE D R~ RE & FF D218
©® ®HE (2) @ (7) ITBWTEERT LDNELSOMKE— R kD3 E

IAY AT =)

H

<
c

2 e N, T/ A TS TH e s SRV A e S e il il il A =2 2= o) = i = | =T /A
= = A N a5 = TS 0 LSS X O~ | 22 NN | PIANSY

BREHN 2N il 2o e 2ags 1] = = Ly B s N ELWVETH H A Ya
HETLY 7Y J A0 oS AR PO N 9N = — VTSN LA L= N il i B IANTT T =H L XKE
2L NGRY WU & L H =5 B BN Z 3
N JPANHH (=4 ~N [ AN\ g Sy | 7Y <7137 o U

‘@O_
[ W o H 245 T hwrbn#:+ﬁm§)§lﬂikz/r A MsRL 2 A Z k.
ZIN Eal =l |= JiEgtn T 7 27481 N =N 3 |4 F L= 7 [SY AP A 3 L= N¢) =

(2) BEAfFsn B & OFRSEMEZ R~ & EERHIEE & £ o Rk

UTIORTRNE LB E 2 B & ORIEMHEFMI AT 5 2 &, Z DOFRITIE,
FEfFan i S o ks ((3) FEARZEMIMEZ 7o 372 0I5 ATRE 2
BigE—RaZM) 2052 &,

4/8



O EKRASEET
Frfti B =y NEITRD b o mKRMEFEET (B 21, 1S0
80601-2-70:204520 [ Medical Eelectrical Eequipment —— Part 2-70:
Particular requirements for the basic safety and essential performance
of sleep apnoea breathing therapy equipment| @ [201. 12. 4. 102 MAXIMEM
EIMITED PRESSURE PROTHECTION DEVICE Wax imum /imited pressure protection
device] ZM) ZiH+ 5,

@ fFREEE
Frpt RGBS E = v FEITRO b DG E S DR (Bl 21X, IS0
80601-2-70:20+520 rMedical Eelectrical Eequipment —— Part 2-70:
Particular requirements for the basic safety and essential performance
of sleep apnoea breathing therapy equipment | ® [201. 12. 1. 101 Stability
of static AFRWAY-PRESSURE ACCURACY airway pressure accuracy (long—term
accuracy) | M) ZFHhT %,

® HBEEIMREIERE
(7)) R
Rt OB~ = > FEIZRD 5N 5T — FIZHOW T, BifEEH
K OEMERNERLLT OFPHICE £ 5 Z L i iid 2,
OCPAP E—
EEINERE L7 — ) Z Rt AN 5 2 LI L0 KGENEZ B
FELTDMRE—FTH D, bR SUIMBIIRKR 21T 5 e & OV%GHE
WIEIZIRENEOY 2 E X BATINT 2B IIAE — RIZE £720,

OH®) CPAP £— R
SOENJEDIRRBA B L, BERER . ARRE i a i IR OOV E 2 Y
THE, EMPRE LICHENTRBIMICZIENTEZ B SE, 4z
BT 5 &L%ﬁﬁ@ﬁﬁ«ﬁ?éﬁé%‘é Exfde CPAP E— N Th
a3

0=y 74— M
RS T I & P T R )L S FE A L7 GRS C A E
Ty MHOITIE T S5 2 T EY | WA T LIRS IO IO
FEH A S € DT B, c%@ it LI EANC T 5 & TORS
MERT BT THELEEND,

5/8



() A 100 B BRI
R0l E =~ NEIZ A B CPAP =— R B AES . IEIEI DA
BFREEE (B2 1E. 2.0~30.0 hPa) ZEEl4 5,

(7)) T o 7 HSRE D W E% &
FitlRERS I E = v NEEIZT VTR H D6, T v THEREDRER
FEwPE (21X, 0~454y) ZEHMET 5,

@ M7 ¥ ORRELONEE
M= r 27 22432556, Hifax7 ZORKLOREE (Bl 21E, 1S0
80601-2-70:204520 [Medical Eelectrical Eequipment —— Part 2-70:
Particular requirements for the basic safety and essential performance
of sleep apnoea breathing therapy equipment| @ [201. 101 BREATHING GAS
PATHWAY Breathing gas pathway connectors| =) Z il 5,

© HERRERE R O MERE
(7)) MR IMEIMEAR 2 & Te35A . IR RS O F 0 L OV 2 (F
ZAE, JIS T 7207:200519 TEAIRER—INE > AT L0 —HEp-JLaEz
BN OFARMEREICEI 3 5 (F)] BRFIH)) Z7HiiT 5,

() HRHIZEREIE T o — 7 25 05E . FEREIRT = —7 Of 20
KO At (B z0E, JIS T 7201-4 : 200520 (W AFRELS 2 T L—75 4
R RRER A RO AR g O RpULAE BEER— I > B TN R
75 1) EEHET %,

® EFRAICEEZE I HEEEE

EERCERER 4 DREEZ A4 D56, BT 2 BA K LRGN
REEBENTEHZ L (BFRUEFEDNBEZRVIEZD 2 LRIHELEE
TEDZ & FFRHPHIND /8T A= F R ETE W T L) iR T 5,

(3) HARBMFIAE A2 372 O G AT RE 22 AR 25—

PR TES DB AT L, EAEMFEEIHSE T2 Z 23T 57012
I AREZRBUMEFIILUL T DO LB TH Y | SAREMIEAE~DEE 2T BRI
I, INHDORMEDESRFHIZEE T2 2 Lamnd l L, £, ZhHDH
FEEANDEEDPHEGE TERWEEIE, WA 2R T 272 OITEMT oM
FEEDZ MR BRSO G 2~ 2 & T, AAREFAE~DHEE

6/8



ZRTIEHLTE D,

© [F5EMEFHEOE 207

« ISO 80601-2-70, Medical Eelectrical Eequipment —— Part 2-70:
Particular requirements for the basic safety and essential
performance of sleep apnoea breathing therapy equipment

- JIS T 7207, PEFIMBER—NNE S AT A0 —fH SLpEZe 4l OJEAMEGE
(ZBH Sl )] BEsREETE

« ISO 8+8580601-2-74, i
== Medical electrical equipment—Part 2-74: Particular requirements
for basic safety and essential performance of respiratory
humidifieation——systemsying equipment

- JIS T 7201-4, W ARREES 2T L—55 430« REE w0 RO ARk
s DRl BRIt v R RN RS H

« ISO 5367, Anaesthetic and respiratory equipment —— Breathing sets

and connectors

@ Zofth
« JIS Q 13485, [EFEHI: —WE~ R AL PV AT A=HHIBHOZ0D
SR HTH

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

- JIS T 14971, EHFEHERR— VU A7 ~ XY A v kN OEFEMER~ O H]

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

-+ JIS T 0993-1, BESREEEROEWFRITHI—25 1 #: U AT~ Rx A b
7'a ke 2 BT D R K& OFAER

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

- JIS T 0601-1, [EMAESME—H 13 LS K OFEARMERIZET 2
— R ERFIH

« IEC 60601-1, Medical electrical equipment — Part 1: General
requirements for basic safety and essential performance

- JIS T 0601-1-2, EEMESMGS—H 1—2 &« S 24 N OSANERE
(2RI 2 —fix B-BREIE ——RDA ] - —FERE fe s I — ORI K

718



« IEC 60601-1-2, Medical electrical equipment — Part 1-2: General
requirements for basic safety and essential performance — Collateral

Standard: Electromagnetic disturbances — Requirements and tests
< JIS T 2304, EFEEER Y 7 b7 — V7 N0 =T 747 A7 7R

Pz
« [EC 62304, Medical device software — Software life cycle processe

s
- JIS T 62366-1, EFE#Ham—FH 1 . 22—V T4 = V=T V7D

2= P i~ D 1 ]
- IEC 62366—1, Medical devices — Part 1: Application of usability e

ngineering to medical devices
- IEC 81001-5-1, Health software and health IT systems safety, effe

ctiveness and security—Part 5-1: Security—Activities in the produ
ct life cycle CHEZHUEE IDT @ JIS HlE SN -HAITIE, Fh b5l
JFTREZR B &5, )

R HESE 0428 B 1 B - BAZE5E 0428 BB 1 5 R 2T 4E4 H 28 H,

JEATGHAEREEESHE (EEE - B RRESEREAR S Y) -
=3RRI R ek R AR R4, il (R IC I T oA N—tEF%a Y
T A DFERIZ DOV T |

« JIS T 7201-2-1, We AFREES 2T L — 55 2-1 5 — o BRI J OV

ey - MHaTwv ) axr% - a3 @) R v b

« ISO 5356-1, Anaesthetic and respiratory equipment — Conical
connectors — Part 1: Cones and sockets

- JIS T 7201-2-2, WA AJRERS AT I — 55 2-2 80 R Ko ORI A 25
- M#axrZ - RULAMER= X7 ¥

« ISO 5356-2, Anaesthetic and respiratory equipment — Conical
connectors — Part 2: Screw—threaded weight—-bearing connectors

« IS0 17510=2, Medical devices — Sleep apnoea breathing therapy — Baxrt

2-—Masks and application accessories

8/8



