= K BaR FIFEE 2EEE | EBREER

RE | RE|BERE| E | BY | 24
B HEEFEH 1290 % (Fdlr) (ER) (FHY)

A& AFS84E9 A 30 H

HEFIREMm S HEEE B
o ap AR RN AR B AT 2 W AR E
B E B2
O B
(2 F1A )

R 2 EEESROT A "=t X2 U T 4 RO TZODFF|EOSHEIZHOWNT

BT A ZIHROZEEBEVHR L BT £,

STAHMW, EEFHEBRREEEMNSEY (BRGHREEEY) . RAEERER
BHRFETHERELRORMNERZ 2 RREOHEL 2T, KB E TR EHEEZED
() RWICETLOBHMNEHINSG ELEHIZ, A2 LTH THHFKEID Y F
L7,

EREEAICBITI2ERBEEOY A X=X 2 U T  OHRICOWTIE., [EEEE
BT HEREHFOT A N—tX a2 )T s RO IZDODFGFEIZONT] (55 F
3H 3 BfITEESI 03315 1 5 - ALK 0331 5 16 5 - AL R 0331 5 8
FEAGBAER - AEHARERLEASARE, EREREATIHEBRE. EEXR
EXRREEELBEH, LT ITFESE] E0n)H,) Ik, BRLLTWSEZATT,

S, —MRAFIEANBREREBGEXESSOERBGY A N—tX =27 ¢ &
JG T =% T TN =TI B T B0 ERBY FolEo&ENITORLELE, D& F
LT, BB TOMHREEMESLR b CICEE~OEMGFIC &, ZEE2BHY %
FTEOBEWE L EFET,

TS BEEBMEEEENE LY ARN—A T U PR EAELTED, BE
HEICBWTIZ,. EFINLTEDODRERBEHREIBMOLOFBEHRMI AT LOHLLRLT | X v
NU — 7 & C R SNDERBKEHRICOVWTYH, MUY A R—X2U T 45K %E
BELDZERROLENTWET, EEEBEICBWL L, TEEER AT LOLEE
BICBAT 20 A RIAVET.OM ) HICESE LEBERFRZE N2V TS &
ZATITN,AKAFFEBEZOVWTHIFEHWELE S BERESFET L HELZN O,
EEEROT A N— X2V T o RESFOTEEHAEHENZZ XS, fFETHE
MG BBEONWZLET,



B 38 0924 5 2 &
= K 3R 98 0924 55 2 75
& K22 3 0924 3 2 &
A fn 8 £ 9 H 24 H

MR YN S I NI = e

FEAFBEBCRIEENZFE (ERFREENS)
( N Fll i) s )
JZ R 5 B A 15 5 R R R AR AR AL BEER R
ZN El i) S )
JRA T A R E L 25 KRR
EN Fll ) s )

—~~

~—~~

EPRSEIC 3BT A EWERIED Y A N—FE X 2 U T 4 RO T DD FHEDOHRIEIZOVNT

ECIC DX E LT B D &30 | BABE I ARAEFTER & 1 M OVRERI X O fr AR £ 50 (R)
FlZ@EMWZLE LT, Tao L, &FEICE» N E LT, &EFEFTEOSEIZHE
MEXLE LI, FOEMERLE L OBEONWEZLET,



B E & 0924 1 &
£ K H SR %8 0924 35 1
P22 % 0924 %5 1 &
A fn 8 £ 9 H 24 H

#oE R
% PRIEFTRRE T - FAETEEE () B OB
Fro®ml X

EABBEBCRREEMNZHE (ERHEEHS)
ZA El i) S )
AT BN A R R R R AR AR EAR R
U Fll ) s )
FEAETBEEERRERLZ2FRAER
ZN El A S )

0 O

—~~

EFREEIC BT A EREEROY A N—t X 2V T 4 RO T2 O DFF | EDLEIZHOWT

RIEHEBEC B 1T D IR R OV A R—t X 2 U T ¢ OFERIC OV TR, TEEEESICB T
B EPHEIE DY A N—F X 2 U T 4 RO DFF|EIZHONT] (543 H 31 HAHT
RS 0331 5 1 7 « SRR 0331 26 16 5 - 3EAZEHE 0331 2 8 H /BB A =3 - /&
IEE A R IR RS PR R R A B R | R exr Rt R4 @, IR [
SlE] EWnH,) 1Tk, BRLLTWALEZATT,

A%, — AR N B AR E RIS E A D O RIS A N~k X 2 U T 4 xh Y —F
T N—=FIZBNT, BIEO LB FHIEORENMTONE Lz, D& ELTE. &EN
O BELRIERE | BRI I3 2 B A RHI MR IS T 7288 E LA LB\ LET,

ERHENRTELTUL, LFDEEY TT,

O BTHINT VAT LNEOEREEREIOWR D VAT LOFXy MU —7 |28k L CTE
WRMEMORY &0 247 9 EREERL, BIREHR AT IS L, [EREIGFRY AT
LDLERERICEET D04 FT 4 ) TEREEE - BERICBT 54—t X2 U7 ¢
KRF w7 VAR OXRELRDZEZHMKL (F51Ep. 4. 5)

O EBEEERATLO—HE LT BN ANRN—X2 T A OMREITH Z &N
P LW EEESREVR (F5lEp. 6)



O  EEHER OB ARFICTEEC X > TEBEKE & ERERFEEE oM THMgIZ LT
BLARXREGHE (F51EDp. 6)

O [EEWERD T A 73 A 2L (BOL fil. EOL~EO0S. E0S %) (21T HkHalz 2\ T, TE
IR DOV A N —F X 2 U7 ¢ XRICBEET 2RO N T (B 744 A 17T H
P EEFRRESET 0417 1 5) #BE X CTREL (F5lFEp. 10, 11)

Yo

T, FES, RS AN E LT A NN~ T IR ELTEY ., [EFEKE
IZBWTIX, BFAINTEOBEBFHREZOWO BRI AT LORRLT, Xy NU—7
TR SN D[RRI OV T, Wl A RN—X 2 U T xR EHLHZ LK
HoHENTWET,

ERFEBINC BN TR, TEEERS AT LAOLRLEHIZET 204 KT7A4 UF 7.0 R 5
ICHSEMERIREERNTZTENTND E ZATTR, KFFEICHOVWTE ZEMAWE
TE, ERESREETLEE LN, EEEROY A NN—tX 2 U T xR EE O
MAEHEE N2 KoL IR TRMG B\ - L £,



NS

EREEIZB T D EREROY A S—tF 2 U T ¢
R DT DO F51E (55 2 hR)

AL R AERBREEEA S YA A X2 VT A XA T r—A G
R A S = X2 VT 4 XSG e




8 B = G D 5 ) AT 5
2 ARED H T ERIDRE oottt ettt 6
2 L ettt 6
P R N4y g = Nl 1V e G 7
3. BEIFHEER DT A N—F X 2 U T £ FEBEIZOUN Tttt 8
3.1 BARFOPEREERD & EFEARE R & OBEHE e 8
3. 2 WETATH AT NER (TPLC) L VAT LRY AL B e, 8
4. BEFHEEE & BEIRIEER T E T & DIEHE oo 9
4. 1 BERHEZE OB AITINT T2 oottt 10
4. 2 ERHEERDIZ, FEFIBIIE oottt 12
4. 3 TEFRHEERDTE oottt ettt ettt ennnneranen 12
B BB T ettt ettt ettt ettt ettt ettt ettt ettt ettt ettt ea et aeanan 17
FFER OB ETETE (FLATIME) oottt 17
(& 1] BEFEGHEOT A AN—tX=2 VT ¢ ICBET 28H, TA FT7 A4 F . 19

(25 2] REEHRTA RTA 2 (BEER AT LOREEHIIETL2U4 KT A4) .19
(25 3] R M RS 15 (R RSN O S B A AR R V2 Ve O TR (T B 9~ 5 A4



1. [FLC®IC

PRI IIT DAL - Xy NU— bR L, ZRICEVCERERICE T oA N—tF 2
UT 4 RSN ETETEEIL > TV D, FRIZERERE THEMN SO ERESICBO T, a2
—YURZ K BT D ERMEESR O RN BA N B OB EICEBE SN D IREEN H D720, [EE
BEROT A N—F X2 VT ¢ RIRITEERFEE > TR0, EEERE, RSS2 RO
DETD AT — 7 R/ H =) L CHRM e LN S 5,

BHET S ERIEITHAUOBES, [ZEFHEIA FT A %3] ORMGILESR I, ERs S
FEE, A=t F 2T 4 ICBE LT, EIEMBERERFIE D < IS LB IE K OB
TOMWMA~DBEEIZL - T, EFRESHOZEMZMR L. BEOLET ORI EFREEE DY A
—tEXa VT xR E IART HBHAE T o TG B

R, EEREICREBT 250N N2 L0, EROMSEAZ L THA AN—KB)13 Thild
REMEDREWEEZEZ LN TWNWEZ D, YA AN—EX2 )T o HICOEBERIZXKD Z L 281
& LT, ERERESEHEY R 7 +—F 2 (IMDRF) 5716 [EREEF A N—tX2UF ¢ A
H A (LLF, IMDRF A Z v Ak v9) ) BEad pngirsn, BpEHOBHA~LEAINTND,
INEHET 72D, EFEERFERICH LT EEEGROY A N—tX2 VT AT S
FalE] (BT, BERFBEERMTTIEL VD) BRERIERK « A EN TS, 5|2 IMDRF »»
B, LV EEMR LY —EEBE LY 7 by = TERFE (LU, SBOM &\ 9) IZBT5 2
DB A L APFIT S, BUERRTEEE AT F5IERKET SN W5, IMDRF 51 &> 2720
T <, FHIRORIL, BP0 F T “BREHZ L2 8F 2 U 7 1k © Secure by
Design) &2 HH#HEARIZLTEY, WEEERTHA N—F 2V T ¢ ZHEFFARER Z EDRRD D
NDEITHsTETND, Fio, EFEMIBRFERN, BX2 U T ¢ CEEEZ XA L) —IZEFEHE
BTS2 2 LItk » T, EREE L EET 2EEELHL TV 5D,

ATE TEEEBEICE T 2 BRSOV A =X 2 U T A RO DOT51E] (LIF, EEE
BmTF5IEFEE VD) 1, ERERS, ERERER O E L RO FHIIMZ T, EIHE
b IR AR S TR I S W CIEE IR O R 2R D 7= DI LG T DV A S—tx 2 U T 4 MK
TEMILA 1T X 2 ERHERE & OFEHES OB Z LSRN L, EREBIC BT B B2 & e+
DIz DRHRAD—B) & 72 5 X AERL L T2,

ARFEGIEERICHI D | ESCFERRIEN B AR ERATIE 38 (AMED) =385 S 86IFR D - 37
EAFTE 3 TSR3 1T 2 SRR DT A N —T = U 7 ¢ (2R 2 3R H 2B 2 0792

WRICHE (WFZEBR RS - AR EENEEH I 7 — S P ERthpE) OFREh M OVE A 578
B OMSIATEOE NEIE M ERESS RO 2 72 nie, i, — b B ARE R
RPEHED FANR—TX2 U T A FZ AT T+ —AMMER L, B2 PRI TERE Y N —T %
=2 U T 4 FIEWG A LTV 5,

KFEEDOMBET DA A=V %K 1IT7R-T,



ShEpy bI—INOFE#RT

ERBERYATA (
pry (FEE oy ERIBEYATAS
2 EIA KA
-
+ ERRBERE-EEI550
N (Bl:CT. MRI, ADBIFEES) ERHEmIIESIE
A - V-T2 =)
+ EWERT_S-FRUTNCEESENT 50
e BEORE!

= »

H1 EREEEEFSIEOMEN T (A A—D)

k1) BEORE  AFFHETIE, BRLZEOI B, BEORREHRLICHR I A, HHE, BEREEFESORTEDL
wle, EREGARUR Y MU —ZICHER SN D MO AT MR EE KITT 2 & CTRE ORFTEE
CY R PELDHEDED D,

(Gk2) [EFRERETEE  BUGRTE S, RS RTEE. S5EE. EHEEELE T,

(k3) TREBHARTA v BRERS AT LOLRRERIET L4 R74 2 [5% 2]

(k4) [EIRMPEEMBIRE  EIEM, EEEREOME, AR OZEMOMRREICET 214 [55 3]

(k5)  [EHPSEFSESHEIYSF 7 4+ —7 & (International Medical Device Regulators Forum : IMDRF)

Gk6) ERRMEHS AT & ERIERY AT A3 BEREBRERITT 53 AT AT TR, ER ERLE O 1F
WAT LR TH D, EEERE G, ERICET 0GR (WABIIER 2230EREEET 2, K
ETH, FIXITE S INT VAT DO LD RERIERERVE D VAT KT TR, ZDOL DBV AT L
MO DTy MU — 7 1T L CEBIERORLY &0 2175 EREESR ST 5,

(k7)) AETHHRLTHERERIT, BETINT VAT NEOQEFEREZI D AT LCHH: L CERAE SR
DRY &V &L ERBERAAR L 2D, NOBREN LT, MENICERSNOERBHRELEENLD,

(%8) 2HHA RTA L EREREBOWIEFER AT L - —ERAORMFEER B HLEEHLTA FI4
v (B - RIFEEY)

AEDBRE R

1 BW

Ef‘%%%%eﬁ CRBWTEEREESGOY A N—tF 2 U7 ¢ 2R L, YA SN —HEIT LD =R
BEER DR EELBE ARG N RAE LWL S ITRARICH < Z & &2 BRI, [ERER T2
SRS N RPN WS QO 23 = A et s AR R - AGNIALR 3 = B it AN EE=Sy TR R4S
HEIZOWTHD LTS,



2. 2 AEOWRIZONT

(1) G L3 5%
= e T M OVt ax D BBEIZ K & T[RRI E TR ICE D 2 2 To A& %t
Gl L TWD, RETRTEHIL, KBS ER ) /B E £ CHwmT 28, EED
B EH OH R OB 7 B EIESE S OW TR, Mgk OBRESCIERE, [ERREER D
RO FHERBEAE IS UC, [EEHEES & R ian e vl L ClulcE a5 2 &
ZRELTWD,

(2) xtG: L9 5
= 3R L AR LR 2 R A HICER SN EEESRO O 6 BHRSUIFRIZED |
AT 4 TR Z ST oes. *y NU— 7% L OBERNARER T 0 7T LE R
(SaMD : Software as a Medical Device) Z&ie[REMzs kN7 17 T % U=t
BEEE R GR ET D,
B, EEEIRFEER D UHERER TR T 2I2HTo o> T, BRFEICL - TR - 5%
BEIND ==K, * v M — 7 R EOEEERLG & L TOBREKIZE LW E
WBEZRITDONWT S YRR Z & O HREO R MR L O A N—tX 2 T
SHEERICRAI R b D E LT ZDOFREOHRITETH LD ET D,

(3) BESNDY R
R R DA N—HEIC LY | EEERO RN EEBE ORFEHEICEEL 5 2
HYRT G e 35, Blxid, ERESROMEREICEELZ 5252 & (HRECHEEE DK
T, REENE, B IR  RRIFENCEE LR 525 2 & (BREHRSCA—F —1FlR~D
T U AMEIREE) | R BIRICORN D I L (BHRORERLL I T L DEBHOR
TR IRIRS) Lo THREDRBEHEICRSZLNEZ NS, 7o, YUikEEHE
PP AN—WEOHELZ T2 LICED, RAURy N — 7 Z IR Sz hioE
TSROV AT ML RIT L, BEORBHREICEEEZE 25 A7 IZHBENL
ECThHD,

(4) BEIEHRY AT MR I N D EREEROFREX 2 U 7 11220 T
IR B I ARG AT LOEREX 2 U 7 1 OHERFO T2 D D ER2fZIT D
WL, BAESEEOREEFRHTA RIA NEHLNTEHEY , [ERERE - RRIZBT
HHANRN—X 2 VT 4% KTy 7 VAN bigtS TS, KAEOXSRERDE
R D ERIEM AT LO—HTHY, ZNHDOHA RTAR0F =y 7 U A NOXf
G L%, B, BEHREWDT, BREMIATLOFR Yy T —27|ZHHR LW E
B ThH-Th, VE— MALVTF U RICEVANEDO R Yy U — 7 LT 5 R
FHIOWNWTIHE, A RTA4R°F =27 UARARDOKMRETR LRI, KEOXIG L
Do
BT REEZW O EEESR L L, Bt =2 V7 0 (BFIZIXHEHRRRST —2 774
No—IZBT DX 2 VT %) DR TE HREOBEIMIIERERMICBWNCIIEET
HY ., FERMEISFEEEIL. EEEE OB THREY A7, YR T T FHZONTOAE
B E AT O RERICHEDLETH DH, KAETIL, FRCEEKIR DL LMD



EINH ML R AREICHONWTHAT S, (X1 BRK,)

BB, TANR—KBIZLDEREX 2 VT 4 ~OREN, EREGSOLEEDREFICS
RINHZENHDZEICHLEEBTHNEND D,

— I TH DN, EFEREZTLE - X5 T 2 ERMER (CT, MRI, AN TBEMTEEE, iR
7 OLERE) ., VE— MA T U AEYT ) RS (CT. MRI, EEMRZEEE. N
PBEEE) KON £ — F A 7 HJEOMS, EEEEOEERD T CHEBICBWTHHEH X
o ERES (N— A A =T — KOS, CPAP %), BEIEMT 7 — L3 X7 LM
AENDEFEESG CEERIFRE=2—%) FCOVTIEL, ERERIL, BERIGHR AT
LAD— L L THAN—tF 2 VT ¢ ZEH UEBEMICHREZT) ZEBEE LY,

CEBEMESEOY A NN—t X2 T A FERIZONT

1 BABOEREKEE - EEEISSEESE C OEE

ERMS AT L, ERMEER ORI L O E OBRFHIEE U, EREE & ORI TIT 5 Wik
WL VA OHE - SEOHMEAMEICT 52 ENTEET, BRI FET T, ER%
BAlZx L, vy bU— Mk (i) Z MW TR & =R 1T 1077
& DOEFEERIZOWT, Zo®M e EFEESRL 2. 2 (2) TEINIE ik
% (2GR OBRFRERRL, INORZYHSIELWD L ZMAICHEE L, %
WL TABEEMRIZT D,

RRICJRIOMEER L, EHBRZICB T 2y FEDT v 7T — b OSSO KRE] - HEH
RHBEZ 2 D T W OIER T HAXNEN D B,

Fo. BRI TS 1L, ERER OB, B RN BRI & O EEEIT oW T,
WY 72 3CE - R, YA NN—X 2 U T 2T YA — MET (E0S) £ TORSFN
7. TOERERBMICHT D2 UMEEL2IER L, ERERE & HolcsE L, ZRicko
THEEHINT D,

EHBMGZRIC, FEEANZMLLTLE) IO R VATLIHEROLE 2T 5550, [FH
FRICERESBE & oo L, YEDSCTENZARBEL, AREZHFEIZT D,

L2 BRIATHA e (TPLC) &R RI AV b

EFERI N ER R 2 EA LR, VAN FE L2 SEL L, VAT BHTIT5
AT EEIND, EFREREERET. o0 x 2 ) T 4 HROBELTINZ, EOL
(BLELHARET) /EOS % BIEL 5 o 794 7 )VICE LT, [ERs s o5 FHa O R
— FRFICBE T A IE R AR T 5, HER SN2 BOS Ik, MBI CEER X, BEHX
IFREIEEORGCE T 5 Z ENMIFF SN D0, EEEREHR X £ To—Rer 72 W[, E0S
il X TR A L2 T U7 722 VR I W T, Mz R s O fil H &k
T D LICL o THRAELGED U A7 L, EREENSIEZ T TRV A LTS
LD, EFEEEIE, v/ RlEOBEREICLD Y AV &R, @Ry U
— I DT AT —va U RS EEEOREHE LD ERRDLND,

ZOX I, EFEEREIT. EREROEARFCVLERIEREZIEEL, MEIND U R



R L, SBFRERL_XLVETIEBTHEVWIVRIT R A FEITHI EEBIT,
AR EA L%, BRSO ZKR T IT2ETORMLT A 7914 7 VAR
(TPLC) (2720, PHET D IHMAZRIE L, BEOBINIES U A7 Z3Hii L, %f
RERG L, VAIRZRINDLIETERBTE D0 ERHMEi L= 5 2T, @YRxReiB
MTBHENSTZT AT~ AL MO PDCA Zfkli L CEET 5 Z EMNRRD B D,
PSR T, EREEN DX IRV A7~ R VA NEMRICERTED XD,
ERHEBI oA U TREMAICY A7 <32 A a3k L, MeggthSE 23 5 5@ A B
RLUTC, FAEIGESE L CHREE_T H20ERD S,

4. EREECEREGREEE L DER

ERHERE & ERERR R AN A NR— X2 U T R TITH 2 L O BRI 23 1 12
TR,

ERFERIC BT DEREER OV A N—F % 2 U T RED 7= DL, F O ABREE Th
HI1TA 7758 G0REOBIENIER 2D, ZD, BEEHRTA KT AT
RENTVAEREF 2V T 4 IR T D7D ERT DIz T, ERHEREIT
$%@*é®ﬁﬁXi@%%ﬁ%%%k@%bf@%%%@%4ﬂ~t#1U%4ﬁ%
BITH TR D,

1 RIFHEE L IR EET DA N—t X 2 U T A RO T DIZFEET 5 2 & (3
)

AT =B A [ b B e 2 172 R P
4.1 OfftXx =l 7 4 RY v —DER | OEEEROBHEEORE, &
=B 0O BT ) 7 HEAi LR Fa VT A{IRE X2 U T
O R T HE O 1ERL 1 LV O RS E
ORI T SCEDIER - $77 QEHREAROERKEMEICK T 5
- TEEF G W O U T ¥ 2 U 7 o BRI~ DHLA R

cEF 2 VT4 XE AT L (R BOF » b U — 7 R Hr
U —27) MR, (FHEEES, MDS2, | @FRSTEH M O RS i OSSR
SBOM, MDS, SDS %) - S {R~F
A0S OES

OghE7p b L—= 7 DY

O BREE REREE) [Nt dx =2 U7 0 0E B %ofr O LTz BIFEE SR E & D T2 EH

ORSFICEIT 2 #DH - &H| - [T - WS ICPT 5RO FHOME BN IT A > 7708 %=2Y
T 4 LUV ORERR

ORSFIZBET 2 2R

4. 3 (1) Ofldh & T (EOL), ¥HR—MET | O& T A 7V A 7 L2k A

EREER OEM | BT A 7Y (E0S) oi@k S OVEOS 4 0% it 31




A 7 MBI | OEFREBI O E0S % OxbG R | @FRST Rt m oo BT & Fi o
2 ki B9 2 34E - W i 3

(LA —E | OREGRSFFIENIZIE - 7o BRI 72 5 | QERESROEHREIZB T 5,
PR (B FaEHE O X7 o HRINEE
xS & E | OF#IE, EX=2 U7 0 LHFEOEH | @tFx= )T o LEOEHMER
) OMeHHEICET AEx 2V T 47 F | OEFELSOMEIINERR I
NAYP YRR, X2 VT ¢ | OEFEBEN O #RIES
XTI HIR K & G TERR | QL > —ERER~ ORI
DFER ® W FAr i ek O BR (CVD) @
O Ry 72 Ma55PEBR 72 (CVD) D%t & K

T A SUIBMRER T ~ 1T Bt

(2) OFEFRIER & o d ik iET) OB HFHRCER Y — & 2 D
Ay 7o | ORBIERE~ORE, FHigit WHZBb A o7 v ks oxt
BAREORIE | OBEFIERRE OB - EIROTZD O Jis
LU0 T QBRFICHE R BIEHENRAET
LBENDHDHA T RO
PN

4. 1 EEHESOEAICHIT-EE
O EEHIROMEHBREDORE, YA NN—t X2 T IO T 0 L-ULDRE
il
EIEHERIL, BATEOEREHRORBEL OEHREZFE L, BIFEERITKRD 5=
BRI OEX =2 U 7 4 R EZ ED D, [BFHKEIX. ZoEFEHEEMOEX=2 U 7 ¢
AR % R A 3 (R L, IR OB A FTREME 2 g L CIRET 5., £ DRE,
EEHERIL, A TR D DRI S N D FEFHSEE R, B E, %2V
T4 LE (CEHIIERGEHECESEN TV AEALH D) R L., AHAEERSEOM
mME OO A N —t X2 T 0 OB EZREET 5, £70., WA ORSFEHH % i
B, EBFEEOY A NRN—tX 2 U T 4 RORY > — L OEEEORG T A 73 A
7 IWAZEIT HMEFIE~ R A v EYNC IR G FTEED . AL DI B FIHN K%
TR INDI N EMRET D, VA NN—F 2V 7 ¢ ITBT D0 EO R SIE, B
Pers A IR L, BAREIC L Tl <,
[ FET NIRRT 2 RHAECE X 2 U 7 0 XEICEEND2HAEDOH]]
© EEMEER AT A 7O E R EREE AL O — R IT A 7 IOV TDOR
KE72 A A A
X TRy NI B RO — B X E A REIC T D T O DR EE e E T e B
BFER (AT =T, 774 T U4 —EE, F7A MU A b, PEHEX 2
U7 ¢ MHEE)
A N— X2 VT ¢ EOMETIE T A T > R ORE SN B ORI TS



S RSE TN

- EEBESRICRD X2V T AT MBI AIC. 2B EEamT S
JAEIZBET DR, &% ﬁ%;)?44yv?y%@mkbf . BRI LAV
TEEHE, Xy hU— . REZRa 74 U BITERET b5,

-E%%” &E%%Tb @Eﬁétb@ﬁ&@ﬁ% o2 U, ERERENIATT
DI OB PR D OMER DT 5N ULE RSN 5 5,

. Efé%ﬁ SHREIADPOT v T T—MEREAFTLTA VA M= VTB7DDOX LT
NEDFH, 7277 U EFHERE N FATT 5 1= DI LR ) D OWER DO 5-
DLBERGEN D D,

- BRSOV AR — METICEAT AR (WEE [V —ERESR 2R)

- BRI EEISNTVWA AT V= AR NHIRD Y 7 b = T IR A
e SBOM (V7 F U = TERELER) . 725, SBOM 1L, IRFGER R OEFENH > =55

%&éﬂé EJN E%%@ﬁ@%&“@%ﬂﬁﬁ@t IR ERD DA D
Do WTNOEAE S | BB EFEA%EIC L - T, ERERFEEEOHF R E=
%ﬂd%&éhé:kﬁﬁmxkﬁmféo

© RSSO BT D R OE FERETICH U Tk L2 2 U 7 1 BERE & DR

ey, BERTGEFICLAEREKE X2V 7 4 B/RE (Manufacturer

Disclosure Statement for Medical Device Security : MDS2)

@ EFEISOEFRERICB T 28X 2 U7 0 EEKRH ~OMIAZR KL R v T — 7 1

IDEF )
Eﬁ%%i EEERED IT A 77 2FBT L7000y NI — 7 EHKOH
WCBWT, AT LHEBEHEISONMNE K O (5T —X 0 #FREL, AT
SRR L OHE L CEA SN D B RERE GO A N—t X2 U7 ¢ ([CBEE T
LHias & OIS A MEICT 2720, EREGFEEDLOBEATHVAT AREOR Y
U — 7 R R OMEIEEE U BT 2 O 22 1T 5, ZHUT ko T, EHEEKE
i RO R vy b T — 7 K Z i 5 L RIRFIC, ERMERROEATE H
_Mﬁﬁiﬁﬁﬁmwlmz/bv 7 DFEE - EF%%M#éO
*ybv—7%ﬁm%a . IO REE A YR T 5 DD HE, T—F D
ﬁﬂ%ﬁﬂ%ﬁ%%%%ﬁ?étmw%ﬁ%ﬁwéﬁgﬁ&@\%% I U CBIR
b,
[y MU — 7 HRXEITE O D IFH 5]
Ry NI =TI SNDARENE DO H DT R TOEREHR S AT b - EFRES
CHEEN TS 7R TR, Ty %
AL T —H —EEOY BRSO AR — b
A =Ry P DOERRECER B, BRE
- 7 A T 74—/, VPN
- IP7RLA, 7Ry k



B (Y — N —
C = R—DR R MMy, EE

@ ST OB M U0 S Y i
DEEREREIE, SRR e s O R SN TS EE U B3 B WU QMRS R A 3
(o, PR EMN S5 LC, RO S 2 7 1 Lo VAT ST I H
IR AT\, RS DR R 21T 5 .

4. 2 BEEEZROEA, EBRFEK

O BALTZERESRE SO EREENIT A 7 708X 2 Y T 4 L-YULORERR
AR BT L, EEMREE b U C RSB N T L T BRI R R %
BA GRE) T 5, BRI, B FERE» GRS X 2 U T ¢ CESE
DIER I NEEEOBRENIRDLN . EREBE N ED - EREENIT A 770k x2 Y
T4 LU L TCHRTHD I EEMWRT D,

@ RSFICBIT 2 2Kk
ERFERIIX, IR E 2o CTEBMEROMRST 2 I L, EREescBT 5 T3EMT)
VEHEET) THER - dGEOEMTE) KO TERREAMULEME 2R3 2 Lic b,
EAMRICER B, AR GRERED) SICETFNRREEL, A TEE L-EHEER
HICHEDN D GG, EREMARFER L, BfRToEX2 ) 7 XEEZEH L, L
2t U CE AR & i L TIRSFERRN 2 fikE 9 5,
Flo. EFRERIX. A>T U RRAERE, A N—tX 2 U T 0 ITRD RN &
LERICEAT D EREEREEEOMEGEEL, MAOKMISTFIEFICOWTHHER L, 5F
LR IHE HAVXLEIIS U CEREER 258 & ek L TR MR D,
R & DRITIRSFERR MG LW a, EREERFEE 1L, MUkt ) O
KoM TR KRR O it N R EENZ 7 D FTREVEDS B D DG B FIH L A s LTz B TR
PRRIIG OIS A AT RE R FiPA A BT B,

4. 3 EEHEBROER
(1) ®WET A 7V A 7 BT Db (U H o —EFEEERCB T 2 xHiE)
O BELT A 7 VA 7 VRO ERSFE F OV EOS 1 0 b i i
PR ARIT, EOS DARRIXERRHES FET BT DR — =i o7z,
BRI EENZRICBEET D=0, E0S & 72 HRNCREAZ D3+ 126 his T RE 72 1118
ZRETOEN DD, O, ERERMITERMEAS D EOL~E0S £ TOMRER
IR — ST DL HIE LA L C, R AR L L e N D | EOS £
DRISERRFIT 208N 5 (K2), EFRESRT. V7 Fy =7 #HmEk (SBOM)
TIRENDIEA IR 7 2T av AR —3 2 MEGATEY | EEEIREES L,
ITnboFHFmeE o — R~y 7EEHA L CERES & L TCoRLEmMmETD, =



OWIE O T (EOL) ZEFRMEESIZ@mET 5 2 & EOL 2D Ny F ISR E
TAT7 AT T+ — NV EORFEAIRIEIC L > TIRSF AR T AWM A ED, =
DI DT (E0S) ZEFHEEICEIMT 5 Z kD 5N TV S,

ERRIIX, 2O DOEBIRO T A 7 A 7L (AR — FERE) ORIZEE D,
i as R L EE L TP O ERESR K OHREOEX 2V 7 1 &
WEUNCHERF L, IEW R BE 2R T 5,

a. AR — MM OxHG (~EOL % T)

PRI T, AR E PR R 2 E /D BOL S BOL @ EnHEHi 0 3+l 2 AFC
x5, EOL 1M 2., [ERpkas FES s LT, LTS U THZERIREICL S
YX o2 VT LD E E MG 5, £, BRBEEMED S WMETINEN I 5T
2D LI Lo T, UV —EFEREAG L L TIRbRIER 572 < 72 D ERIEN
HHZLICEET D,

b. BRERY AR — MM DXL (EOL~EO0S)

PRI, EOL F CIZIXEBEMARF3EE 06 E0S X EOS 8 FREH 0O 5l 2 A
TCT& %, BOS (2 2. IR 3EH L L C, MEIDIL U CTHisEmIRT R %1
L2x2 VT o bR EET D, £, FHREZANMED SO HEIFENH 5T
HT EIZL o T, RUTHER VT U —ER#a & L TlbhiT e b2 b fEmk
WRDDHZ EICHET D, ZOWMEZFAL T, YEE#EOTEH, BEIEXIX
Xy NU—27 0B OS5 BEE, EOS ORI ARG 5, 207D, EFEIRFES
I, EOL 2@ Bl 72 [RERH AR — MR & BT E0S & 722 B EHE 2 7E & D BN
H5,

c. PAR— MET ORI (BEOS LAKE)

FERRERE X, BOS % OERIERHI OV TR, FRMEsrEn s A S T ElRE
BHREENO NNy TEOXNKIIG LN, EREERIZ, TOED EOS & DE
BZEEDS W TS T 2 MERH D, YUiklmFE#as 2 E0S & bEWET 254, &
FRERE L, BAMEDE W METIVED B & 257 B TREPEIC Lo T, fEBRMED BV IR
MICHD L EFICEHR LTV A3 A M &EFE LTI 520,
EREA FEE 1L, EOS % Th - T, FHIEIZH W T, BRSO MK VL
M 2 FHZ OB O EREH O DICHNE R IEREIEE L, [ERE
BA~DIERIRME 24T 5 X OB 02T IR RN L0, ERERICREASNHE
AU, BEWENEE L UIREWREDOREDBENR S D Z 2 Mo 286
(21X, REREEAZF T UER b nZ s &N TEY, A "—kFxa )
T AT D HHIZOWTH ZHUCE S KL EZIT O LERH 5 (EREHERO
AN—FF 2T 4 RRICHES D HFREEICOWNT (G744 A 17 BAEA
THEA 53R R R AR AR A R R At @ ) 2D,



EfRBOZA 79470
Y — ¥ T (E0S)

EEME mmyyv-—-x KRBT (eoL) (L —RBOB]
v hd v v
iE:3 i i BRERYYH— b YR —FRT
EBRE DG WA DER EOL, EOSEHA TEMNBLEMT 288
ESmBERESSME,. Y- || ERRBERESSHE]| ERRNoRETLE
EBRUTEMRBLEERTS. REANY - ERBUOT|| LBBETV. ENR
EMRBesEnTs. BrEMRTS,

CEMMBERNSSUANSETRY «EAmEERNSSEN «ENREERNSSEN
BH—-FRTETODAr Y a—nicmy EhrYn—-rETICH MR~ E RO NN
SMELEY., SWLUNBERMT S, TOHNOHEENAT S, BsR2h3,

K2 HAN—tXa VT 2 IZHlTHEERRDOT A 7 A 7V L EERER O XIS

@ RSFIENE ) O FRAFE & SN D K
TR TEX 2 VBEEMEOEWIETIMENRH SN > A ERE, @0y T
DT v 7T — MITHEBRED X A 2 T TITh D 2 E NV, EREREIT,
PR PR R NI T DI A N— X2 U T ([T HIRSTIEA . LI
DT, MDEFEIRM OV AT LE2ED 1T A4 27 7 RERORSFEHH A2 B E L
T, WYNCFRE S D K 5 BARZRFEREF NI OV CER Li%ET 5, Rt R
LN HIVIVEIZN U CEREEBSREESD L L CTHREFEZRTROE ICREH
T 5,

@ EEESROFARESEROEX 2 U T ¢ FHRIE
AR, EREES TS DRSNS SBOM Lt ThEFa YT ¢ 30E
LT, EHENRTWD Y 7 by =Tz EE L, ERE 7 ¥ —, MNITE
BN EHRLEEHELERE RS (TPA) . —MAEEEAN JPCERT =2 —F ¢ r— 3 U &
— (JPCERT/CC) ZE0> B BI/R S 2 MEsatEIEH L OEFSaR F EE N ORI D
MRS IO A HEsS G R (LT, 7 R Y —fFdRE WD) ZIEHL
TURZFHMELIT O,

@ RS D MEHT M%) IR S hE
EWE AR AT, ERESICHEA L WD Y 7 b = TERLICE T B MEgeitic
DWTHERIMNE L, 1) ORAMHENEOMETHE (B 21X, CVSS (FHimMEsH kA ~
2T LDOWEFIER 2 T) 9.0 LA E) (12oWTIiE, EEHEEORDITIS T T, 4
HEREIR~ORBOAE, B DOGE DOXR IR K ORFIFICONTE
ED, TRV —FRE LTHRRT 5,
R, 207 RS HF Y —EREFH LT, Ri&H7e Y 27 5 & %R
MWR[REE 72D, 7272 L, A N—FX 2 U T ¢ OFMIIERER & LI EkT5Z &
DD T, ZIUfE-> TEEERFEXEST ORI L ORI EONELELLL, &
NS> TEIMSNDHZ ERD D,
Bz, Yo TE LMY v 77— R TE 2 WA, SO * >
ND—2 D& 7 A2 NoyBEE ORTERI TR ST ERRAERR O F% T O — RFHY 70 28 51 5%



MDLEERAHZLHHD, 7 RSV —FREZE L CERESFES b gL
THRHET 5,

© EFEEANOIEHRIGE
RIS ICEE T 2 R 2 L OEERE OEK R DI, ERERE AL D
T D 2 EMNBNA, EFREEAD 1T A o 7 T B PRSI HAE | [ R B N O 3
HEPHBICEmMIND L O ITED, BT EIC T 5,

©® VA —[EREERR~DOXIR
LAY —E RS (E0S DEIFETH -2 MM D3RI X » T, [EREEAL
K OVEFS AR T DR E LTSS R ClrIssh e N IR EE 7R HE & 72 - 72 1 88)
IZxF L, EHRAEREI, R RS S EE LT, QB R BEE SR
oz, £REMEOBIL. %y NU—27 ONBESEORIR A ERT D, LEi#EZ
LT AT, T K o TERBROMENSIL L., ERERO LR OH
HEDME T T 5 Z &I )RR EE L U TR 5,

@ WaRr 7 fag9iE DB r (Coordinated Vulnerability Disclosure: CVD) ~®D Xt
T— by — RO IGAFA I B U 72 R TS L TR, ARIE 72 BIREIL
WL 2 1 B I, —ARICBIR SRS ATIC JPCERT/CC, [EZ WA N —Hifh=
(NCO) UTEFA NG, IEHRE M, RIEEEO BT, BammamnE < Gan
bD, FEEREREEENORFICERINES G LH D, EREBEIZ. h b
FNZXF L, #RNITINE L, BRI~ A, EEWmEELE1T 9,

(2) 4T MAERBOG

O EEFRCER Y —ERAORMESHNZBEDL DA T > hOXIG
AN H O IR Y — B 2 OIBRFN SN EC D XITEDBENLH D
FRETHD LB SN HAITE, BB A RT7A4 RO TEFEBE%ICE
A A N—tXa T i EOMBICOWT] CERE 30 4FE 10 H 29 HAHTF
FEERSTE 1029 5 1 5 - EEHIIE 1029 % 3 5 - EBWIFE 1029 3 1 5JEA4 5718
HEB RRRHREEAEN) (2D X | BT ~OEEEO MR RHRE1T )
ED, ZOT-OIZHERIERZ8HT 5, £z, RRRICEAD LT, ERERT A
T LCEENEALZSEA D, NEIS U CHERIT~OEKEEIT O,

© HBEICEHERBEEENRETIBZENNOH DA T v ORI
SRR DG HEBECIR o T BTEHICHE - T, ERESR S SE LT R
MESH L, BEOLZ2EESL L ECRINAZZEH L, EFRERSEORE - EiF
DI DOREZHEL D,
EREREAR IOV TIE, RIS R AR A 68 550D 10 2 2 BUZHE D x| [E3KBY
FRE DRI REICHETIHEN DV . FEFEEEIT, ®ERD THHMIIT
BhvE N3 R R PR A (LR, PMDA &V 9) IS ELRL IS5,
PMDA R— L= EOHHY A b [HEZTA N 2o F 07 A &0 Al EE
Th D,



https://www.pmda.go.jp/safety/reports/hcp/0002.html

B FA VTV MCOWTII Y E Ry S O RERIC PMDA ICHE 35 Z
EMRDONTEY, [EFEEEENDO®WE & OHIEEN N2 L3 fERIND Z &

272 %,


https://www.pmda.go.jp/safety/reports/hcp/0002.html

MRS

HERUsETE (E+5B)
I+ RGE H gt
AL
» T TTF—h IMDRF H A & v AFaaR

ERHERR Y 7 b U =T BRR L LIEIE, T EIGImabicET 54 E

£0

HER 1 JISX 0161:2008 IZHET 2 Y 7 U = 7 IRSHEBNCH KT 5, (RLEARFFEE T F5
R 2 7y T— ML, Ny TFRORELENGEND, ETLY)
HER 3 @IS M OERICBI T 2 A IR EHERRIG I e o7 Y 7 F U =2 T O
RThd, "
W B S ¥ —
T E—E, BEA T TEEEFEOERILA - SoMTHERE K OV A RE & 48 O HH Ak
THY, 15 HFIC21 BT F—BNEF LT\ D, TO—DIZEEE 7Y — (FHF:
AKREMSEHR Y AT L) B0 EHEER D JAHIS (—iALEE MR RS
HAERY AT LA TESR) 1TATHF— "L LTEMLTEY . O LN
WHAEIEEE S Y —DF A N—X 2 U7 {FRETERCTE 5, Eio, BAEH
BiERBEICR L TEEE 72— & - # )1 ICOWTEGEL TN D
Z MDS2 (MEEFIZLIERBETX=) T HRE) ANSI/NEMA HN 1-2019
Manufacturer Disclosure Statement for Medical Device Security (RLERR 7e & T F51
EFHEARRLGEER S, SV A T EEE (EREE) L Texa Y 7 o BEE | HX0)
WEBHRT 2720 ORHRNE T 28 2 V7 ¢ HE5FH KEICB W THIPAA
BBTDEX2 U7 o HAED D, HIMSS 73 2004 4F 12 H /B, AKL
o7 7 L= b DT ET, 2019 FITHRHRA N Si17c, MDS2 13, ERH
B & BLEIRGERE L oM oFmIta Y — 1 LCEE L. K<HFAE ATV,
— AR EEAN B ARER EE S AT A TS (JIRA) OF—L_— U IZERIGH
https://www.jira-net.or.jp/publishing/security.html
MDS (WEHREFIZL2EEERE* =Y 7 4 FHTE) JAHIS/JIRA
Manufacturer Disclosure Statement for Medical Information Security (s R — e A FE
MDS (X, B4 B TEEER S AT LAOREEMIETEHA KT 2] ~0H | HICLHERERE* =
BMEE T2, ERRE SR ERIERY AT LOREEE N, AT B ERE | VT o BRE)
W AT DX 2T LT, EREEECEER AR T 2FHENT | A F Vers.0
HoD, MDS2 &%, A, SEHAGPANRZR 20, ERESREZESTOEBRERV AT A | (BUEREEE AT F]
OFHREFx 2 )T 4 OFERTIEELE LTHOY LR TV, #TLY)
SDS (V—tvREEFICLIEREREX =) T 1 BRE) JAHIS/JTRA
Service Provider Disclosure Statement for Medical Information Security [E R — B AR
SDS i%. BEAHEE [EEERS AT LOLLERICET AL KNI 4] ~0OH | HICL2ERERE X2
HHEETRT O, ERERV— RO - REEFN, BT IERERY— | VT 4 BRE]
ADEFX2 VT LT, EREEEICEEFEREZ AT T2 HELCTH S, A R Ver.5.0
(RLEAR TR T T5
Er)
x HBYETEFEM S 2T & (CVSS) (&R T F51

TS AT AOMEIEICH 24 —7 2 TYANRETFIECTH 0V . FEHITIKTE
L7V OFHM 7 ik 2 #2fk, CVSS W2 & Mgt D RA & 2 [ — D R D
T CE=EHIZ LI TRECd B,

IPA  JEMEs % > A 7 & CVSS v3 R
https://www.ipa.go.jp/security/vuln/CVSSv3.html

FIRST Common Vulnerability Scoring System Version 4.0

https://www.first.org/cvss/v4-0/

#FL)



https://www.jira-net.or.jp/publishing/security.html
https://www.ipa.go.jp/security/vuln/CVSSv3.html
https://www.first.org/cvss/v4-0/

T

A

it

e
HEOMIE, &, WS, b, A,
13AEH DA

MIFRBH SN TWARNWT 723 L <

JIS Q 27000:2019
(ROEHRTE A 10 F5
HFLv)

EFRY A —#fE=E (NCO (National Cybersecurity Office)
2025 £ 5 H WA N—5HUREIILIEF ORI AR E 2. 2025 7 A, WY
AN—tF=2Y T % — (NISC) #UilL. WHEREICHKE,

AN —X2 T o

HHE OV AT ARARERED (RERT 78X, A, B, Rl K&, s
) oSN TERY, BEME, seark, TAMICET 2 ) A BT T A
IV ERIZE > TR TTRER L-UUICHERF STV 24K HE

JIS T 81001-1:2022-
IMDRF 7 A &> AF0iR
X0 (REIRTE R T
FrlELD)

YR — FMET (End of Support : EOS)
"WEDTATHA TNV NT, BEEFERRTOYR— MEEZ LT D R,
P —E AP R— MI, ZORESEBEZ R0,

IMDRF 77 A # > ZF0R
X0 (RENGEREE T
FiELY)

B ILA T (Information Sharing and Analysis Organizations : ISAOs)
PAN—tF 2 U7 ¢ FEERONE, o, FAROREDOTOICRRE S L
ik, BLEIRGEEE D ISAO ICHEBIIZSINT 5 2 & T, BE—V— L DHEfge
FEAZEREMAZBEL T, V43— F 2 U T ¢ OWEggtEICBEMmAIC R Y A, T
HERNRICIZ 52 LT, ¥, BRI a=T 1, BE - AREES
XL ENARTH D, HHLHE oM % — (Information Sharing and
Analysis Centers : ISAC) &M AHA# S D 5,

E BRI 7040k & LC, H-ISAC (Health Information Sharing and Analysis Center:
httpsi/h-isac.org/) . MedISAO (https‘//www.medisao.com/) 3% %, [EWNTIL,
NISC (N A =t X2 VT o ¥ —) I2L > T b EW o i A ik
THE—OOEOERFE T Y — (FER  AREMSFERAT L) Bbb, Ei%
(RSN AR RS E SRS S) M OVJAHLS (—itEIE ARt i
MY AT AT ESR) 134TV ==L LTHIMLTBY, ZOEMERFELD
MBEEIERE T H =D A NN—tX 2 )T A EREFHTE D,

(BGEfTE AT F5
FED)

fEEER

PERENELR SN D XITEHE L~V OERE (B UL SRV L LA~DZE T S
o) NEIHERERBT LEBET NOER

TR 1 WO —F— Tk 7 DEEEROEM A =X 0%, WHE, 585k (flx
X, Fr Lo LRARVRAR, RNRAT— R EREEE, 7O X NVES) KOBEET
LHERA G (B2, 77k 2Aary hr—LOL—L) EET,

HR 2 F—Z X DEEEROFM A =X 2%, ®F., Y —AOFHE (Hlx
. AvE—VRELa— R, TUXNVEL) RO/ =7 AN TF—va v
BEte,

JIS T 81001-5-1:2023 &
Ul

Hags

VAT LADEF 2 YT 4R =MD OICERINDIFREOSH D, VAT A
DFREE  FEEOTEM - FIITIT D KR UTTE A

—OLL EOBBUZ L - TR EN D A0 H 2 EPE T E R D55

JIS T 81001-1:2022 &£ ¥
JIS Q 27000:2019
(L& R T T
EXV)

X YT AT FALHFY —

WO X5 il a5,

AL 2 B U R 2 T B 5 MEBB M T B AR T K X R X %
Lo

« B AR OO W I B 2 RO L. BN

CEPIEEE Y 2 L AMER S AT R B B 1 R

(BUERGEREAE T Fo
THED)

BAEFEMET (End of Life : EOL)
DT A TH A 7 VTBNT, WEEE N E D I A I A8 2 2 OIRTE &
T L, BILICOWTIER”A EOL Yot R (a—Y—~0i@inss) 2 FEjEd 5B

[

IMDRF 7 A & > AFnaR
&0 (BLERREEL T
FIIELY)



https://h-isac.org/
https://www.medisao.com/

It ik gt

A

z V7 by =T iR (SBOM) (L& e 3B 1T FD
FEIFMERRRLLICRE SN TV A A =T V= AROTHRO Y 7 b = TEGEREE | L)
EEDERERO—Y—, TOEELROICEBL, ERERKLKOHERS N
DU AT MTH L CHI S N e ORI B 2 B U, RSSO L2 R
UMERE & MERF 9™ 2 72O OXIEZ FTREIC T2 b D & L THLE ST H LD, SBOM (3HR5E
KR OEER D256, MECRNT 25, £o2nbBhc, MEEAORTZH
7o THTRERDOENDIGE LD D,

[0 PSIRT (R IERR 5E A T T
FLAR PRI AR OMEFIMEICE IR T 5 U A 7 ICRH T B oo offkNEgRE, BiE | HXLV)

WL OMEFIE~ORG, WiaoeXx= U7 ¢ mEEE - B2 ENE Lo
JPCERT https://www.]pcert.or.jp/research/psirtSF.html
(—REREAT  Ea—F Y7 by =T %, JPCERT/CC)

s e AL Ay ) 7= B SR BRI [ A B (TPA)
https://www.ipa.go.jp/files/000085024.pdf

PSIRT Services Framework 1.0 HAGE
https://www.first.org/standards/frameworks/psirts/FIRST PSIRT Services Fra
mework v1.0 jp.pdf

n LV — RS IMDRF 7 A % > AFnaRk
BECTANR—X2U T OBBITHLTT v 7F— b XIMRIHEEDOE | L, —#EE (R
PR 72 F B CIRFE CTE e W ERBEZT T IEBIAALIRE O EZUT D 0 b 5730, FEHEWTFIIELY)

[52 1] EEEBOY A —tx1 )T (CEETIRA. HA RS54 0%
JEAEFEE R — LR — [EFRGRICBT 2V A NN—X 2T 412D\ T ([ZBET S
= AR D FEA AR L UESS 12 5556 3 THOME, BAE 3 2 %0, IMDRF A & 2 A R OEHR
HER DOV A N—% X 2 U T 4 3 RITENLOBEEERN B ST 5,
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000179749 00009.html
LLRD 350D IMDRF A & A%, ERESREEEZ G L LTWDH0, EREROE
FHEER DY A NR—t X 2 U 7 ¢ RIS H D,
[N6O EBRMI Y A N—t X2 T ¢ OJFHI K ONER (IMDRF H A 4 R) |
(2020/03/18)
INTO LA —EFEMA T A N—t X2 U7 ¢ OJFHI R OEER] (2023/03/28)
IN73 SBOM > JFLAI K ONFERE | (2023/03/28)

(2% 2] Z2BEBNA K74y (BEEERATLOREEEBICETZIHAFS14)

RSB DERIGE RS AT LI LT, BAETHEND TERIERS AT 20w 4e
BHIZET D HA RTA4 ) (B 1D 2005 4F 3 HIZR S, 1EITIG Uiz goE 23l
BT Cno, LT, ZB&FEIA FT7A42 ] Lv)) BREESN TS, itk
X2 T A ORRIZ, KFSIEIRLELDICRE T, BREFTA KT A4 K OME
WMEX 2T 42X AL R T A (ISMS) OERBEIC X > Ty e xtF 2 s~
XL NEET DO ENMNETH D,

BREBRIA T A4 01X, EFOTA N—HEOFIEOLERAL - Hibb, H#RtE ¥
U7 AT D4 N7 A OB, HukEFaa s -CR i s s s ofiE, 7 7 v



https://www.jpcert.or.jp/research/psirtSF.html
https://www.ipa.go.jp/files/000085024.pdf
https://www.first.org/standards/frameworks/psirts/FIRST_PSIRT_Services_Fra
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000179749_00009.html

R — B RO R, BRI S E SR ET 52X T 0 U A7 BB
LTWNWADZLE~D%LE LT, HHEX= T 0 OBLI) S EREEE N ETF &
FHEHEOHTEZR T AR EHEORENHEY K LRSI TWD,

ETZRERITA RT A NZET 5 TEEKE - ERIZBT 2 X—tF% 20T ¢
SR F =~ 7 U A b (https://www.mhlw.go.jp/content/10808000/001253950.pdf) | f O [[E
HEE S AT DEOEERERFORIE 7 0 —F ¥ — | BDARAIN TS,

ZIZTE, Tk, TERIEHRY AT LOREERIZEAT LA RTA4 ] ONEN e
L, ENERIREILEEA~ORNEEITO OO X 2 U 7 1 FHELH O TEIRIC
Wr—hH AFxzy 7 VA MITEEERY AT LOLRERICEHT LA KT A ]
DHEBESFLTNDEINDOTF =7 U A RNTIE72< | IS A R—8X=2 U T ¢ %K
WRHELTENRE L oo TWD Z EICHE SN2V ] 7o TR Y | ToT B2 FI AT
LA DOEALEENLTND,

o
i
)
PH]

EnEEESESE (BEER EEERFORE. BN ROTeEOBRREICEY 245

TR ENCRB N T, ERFER OREEIRGE 2 B3 2 K, EEEREONE., A4
PN OV M E DR ICEE T 21 (EFn 35 RIS 145 75) IO R, &
TSRS DB, A IME L OV MO D IEARE U+ —&FH —HOBEIC
KO JEAGHE R E N E O % R IR O IUE (SERK 17 42 3 A 29 BAT T EA T EE S
F122 B, LT THEAREMLE] L0)) IZEoTHARN—XF2 T 258U R
I RXY A RHRO B, ERHEICKRT 2 R ORI 2 3 O TR O AT
WAL L CIERIE RS D Z R E MR L TR bRl EE3nTnb,

(% 4] IMDRF iA & X (EFEMBT A N—tF 212U T4 HA KX R)

+ N60 Principles and Practices for Medical Device Cybersecurity

(EFEERT A X —t %2 VT ¢ OJFHI R OVEE)

« 81T : IMDRF (EERERELHH S/~ +—F A) . 2020 43 7 18 H

« JA3XUR L : http://www.imdrf.org/documents/documents.asp

- —ARJEA

ERpkas 2 B, Blfl, EH. BRI 2BRICEERREDSRTT &, EREsREOY
A 8= Y 4 T B ARIRERHI R, AN A ¥ A DA A LTS
LTV D YZIRANT, B O 2R A N—t X2 VT s &M ESELH0D
WCEETHY, TS 2 & T, BREOREEZMAET L L CHERDIEZGEOND
ZENBRIEND,

(1) EHpE#E4A (Global Harmonization)

PAN—t X2 T 1T WO MADEBRIES T, 4/ X—va 2R L,
LA TN 72 R R 2 T 7 < R ORI IBE & 35 L I BEORE



https://www.mhlw.go.jp/content/10808000/001253950.pdf
http://www.imdrf.org/documents/documents.asp

IR T DT OIZMETH D,

(2) WELT A 79 A 7 VvD&K (Total Product Life Cycle (TPLC)))
YA NR—T X2 VT ¢ OGBS OWETECEE T2 U A 7 13 WIHIREARER 2> & BOS 12
D, EFEEGOREFEMICETIETOEBEEZEL THRNT DI ZENEE LY, U
AR A N8B ORT A T A 7 VZbloTHEHL, A X=X T
4 D3 b=V ORI Z (A AT PEIE AR D& AME L OIEARMERE & HEFF
HZENHEETHD,

(3) dL[FFEFE (Shared Responsibility)
ERERROY A NN—t X2 VT ¢ 1%, BERGEES . EEEE . Bl R &k OWass
HBAFOEFEBMLTH DL, RTCOELEMREIL, ERESRORTA T A 7 Vv EHEL
T, BERNRYAN—tX 2T 0 U RT RO M0, FHM, f&fn, 1
WA, ST 5720, BOOEMLLZHM L, O E(LRERE & Bl s+ 503
D5,

(4) TE#H3ILFAH (Information Sharing)
PANRN—t X2 VT 4 1T HEROLF L, BRTEX 27 RIEFHGL EBT 5
2D TPLC 77 a—F O TH D, YA N\—kF=2 U T 4 OIFREILHT D
72, AT OE(EBIRE DS, TARATE ONTTIRZ TR RS T2 Z E R Eh S 5,
TO—EgRE LT, RCORMEERE L, HFHLA P (Information Sharing
Analysis Organizations : ISAOs) (ZFEMAIICSINT 5 Z RIS, O —D
DIFFHRILAFIELEL LT, BalmZzagsttofiazr (CVD) BB bl b,



