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6.1.1 VAT T T B INA B TLTUERTT (oot 21
6.1.2 IR R BB TET oot 23
0.2 I I oot 23
6.2.1 BTN oot 23
6.2.2 T B 7R B B AT oo 24
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6.2.3 TR ITELE c.ooooeeeeeeeeeee ettt 25
624 (B TED T a3 T U et 26

6.3  HFHBZRHETIPE DB oo 26
6.3.1 IR ARG ZETT oo 26
6.3.2 XA SR oot 28
6.3.3 MaggtE DI WA (L F = U T 4 W5EE L O OO Magstss R E & & ie)...... 28

6.4 JETITEDMEIE oot 28
6.4.1 IR AR BB TET oot 28
6.42 ~IVAT T T EINA B TLTUERTT (oot 31
6.4.3 T AR oo 34

6.5 A LT L R ASDREIE oot 36
6.5.1 IR ARG ZET oo 36
0.5.2 NIV AT T T XL XA B ettt 37
6.5.3 B XA SR oot 38

6.6 LTI U TR R oottt 38
6.6.1 IR AR BB TET oot 40
0.6.2 NIV AT T T XL INA B ettt 42

TO BB TCMR oot 43
Tl IMDRE SUEE et 43
2 < - SOOI OO 43
73 IR O T A B U R e 44
74 ZOMOEEN LB SR ..o 45
B0 PR B ettt 47
8.1 [MtEE A: A T > brGEDEEIISONEC 27035 73551 ) o, 48
8.2 [ft/EE B: WhilpY 72 Mg DOBARIZEE T 2 IO U Y — 2 e, 50
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FF3C

AICEIL, MRS E O BRI Y R OMIK T o 2 [EEREEESEHE S /7 +— 7 A
(International Medical Device Regulators Forum: IMDRF)23M ik D £, 1E S 726D TH
Do AIEIL, HHEICHER, B, AL THEDZRU,

72770, KRLEO—EHIIETEMOCEICHAIATSG S, WAL E R HFELISSD
SEEICHIERT 58S . IMDREIZ., FOEMEZ —HUADAR,
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01X ®IZ

R, A ¥ —F3y FERORy MU — 7 FEeibkas OF A OB, EEME RS ORERE
B AR T 5T DICAN R A NR—F 2 ) T OBREERE LTS, A
N—t%:)?4®4/y?/Fi BRI N YRR v b U — 7 2 AARREICT D
EIRIT, ~VART T SRR Té'%%/77’0)%@@2%43Lﬁé§@fé°f_n&xfﬁm%éo nn
DA T M ?)Lﬁ&@/’*fﬁ?ﬁ)\@@@\ AR AT R E G 22 IR AN DRI
X0, BEAEICELEMEND S,

AIVAT T BRI ORIEEE ~ VAT a4 2 a— W ONTHRRY R R OWESS
M E 2 S 2 TCOBBREIL. EREEROY A NN—t X2 T (2L CHEFEEEE
HT D, RUA X A%, BEBE~AT T, YA 3~k x2 V7 4 2EHIICET
LoD OFENCBI T HEM AL L, BREZ V15D A N—H8 MESUTFESE T
LT, EFREREEEL CEX 2T ICT 200 RERMIET I 2B LTS

Aw2ﬁ7®#4ﬂ~t%1U?4®E%&w£% B4 5 HEESE AT, BELER
RS DVERE 2 FEFEICHEFF T 2 72O ETH D, L L., BRI I 5 EREs
®ﬁ4ﬂ~?%1)T4LM5ﬁ%ilﬂ TR -TED, IWWA IZFE S TR,

A IMDRF HA % v A%, EEEGROV A X=XV T ICETEEEE XS -
DOARFERNERANT T 7T 4 AT 522N ETH, ALETIE, #H
PR OHEZFNEN 2ELE O 3HICBWTERT S, 4HTI, EFEEROY A —
X2 T 4O RFEANZOWTHERL L, STEED 6 AT, EREGROY A S—kF
2 VT I T A HIRATE L TR EZERICB T DA NTF 7T 4 RO TEL
OHELTHIA 2 FLBIURE I35, mm%%@_omfi T EEHa ESES
SEkT5, MREEHIZOWTIL, 2 COEMLERHE ICHT - HIEFHA TR T 5,

ASCET, IMDRF DMERK L2 EFEESR O A N—t X2 U T IR L LTI DO T A
B ATHDIN, X2 U T 4 IZOWTHEL L BFtd 5 E T <& IMDRF (& &
L T TIMDRF/GRRP WG/N47 FINAL: 2018] Mz HiL b, ek CEIL, EFEMEESE L)
Ao 2 (In Vitro Diagnostic : IVD) [EMRERR ORGH L LG I W TR B T &
AREMFEEL R L TWD, T D ORI, EFRERORET A 7V A4 7L
(Total Product Life Cycle : TPLC) (2> T, KTA XL A LWIIBRTHZ ENEE
LW, ZOMoEE#ETETHS IMDRF/SaMD WG/N12 FINAL: 2014) @ 9.3 IETlE,
BREEETOHEOER X2V T A OEEHIZOWTREHINTEY . Bk 7
k7 =7 (Software as Medical Device : SaMD) DFEHRE X 2 U T 4 ITHEST L% 500
HRNFE LD BN TWD,

I'N47 ® 5.8 THIZIX, RIEET 7B ADDOR#EE, FREeX2V 7 A KO AR—tX=2 T OEER
%*$Eﬂ$ﬁéh1k@ ERMSRDET A TH A IS T, AHAF R LIBRT DL
DEE LU,
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2.0 1 A& FH

ACET, B2 TOERMLEFREICHIT T, EREESR (VD EEREESRZGT) oA —tk
X UT 4T 5 —RIERNCAR D AN E 2 F L atHEmE, NS5 X2 |k
T T 4 AT L LB E LTER S L, ACETIE, fEESE. LR
FTTaRA L HHERY R O — AT T, BXKT D BACKR U CE RS A
THRICEZ VG A NN—tX2 VT o VR E2R/METHZ LICL D, EEKGRD
LA N OWERE 2 HERE U, Mkfeili 2 R~ 2 720 O BRI e MR FIH A 0 £ 29 T
Wb, BHA K ATIRREAIVATT Faf Z2i%, EEEEPEGENS,

ARKXETIE, 77— 02T kO TurI~rrnyyr7aryta—3%0Y 7y
T EAT D EEERS (B =R A=D1 WRA ) . XX Y T U = T B CEE
T HERMEE (B : SaMD) IZBT AV A "=t F 2 U T IOV THH I TV,
FE A EDOHBIY RIE, Z OWERNEBEEISR DL ML OMERIZIRE SN TN DH o,
ACEOWE AL, BE~OMEENEAET D AREMICET 2BMFHIRE SN TS 2
CICHETOIVERD D, FlziR, EEEESOMERRICHELY 5 2 5, RIGE)CEp
ZRIET, B LLITRR S W S UTIBRICER DA N—t X2 VT 4 U R E, AL
EOWE A & Rl END, T—H T TA NV —DRES, TOMOGEELEETHD
2N, ARLETIHEARGHENSRAT D, SHIC, AXETIE, fEEEOMEEEICE
THYVAN—X 2T ¢ ZEA#RENORNAT D, MEETORETHOEX2 Y T
AT HRA NS T 7T 4 ZTOWTUER, KEENAEEEIFFET (National Institute
of Standard and Technology : NIST) D% A /NN—t X2 UT 4 7 L —LAT—7 BIEHRIR &
L COEEREEZRIZL TN 5D,

ALEFUTOFREEZEX L TS,
o [EFMIRORE L OB 2 A X=X 2 U T ¢ 5tz A ie bz, VU
A R—=AT Ta—F T 5,

o [EWEHEILK DN SNDNVATT A 7T ORENE, EREKONEX 2 U T ¢ 25k
1%?60

o BA S Xa YT 4 E, WS ~LAST T RAL K 2 SRR
OISR RE S5 G2 TORRE ORFLTH S = & 2 BT 5,

o TNLOEFREICKHLT, WihT A 7V A 7 NVORKIZIEY, BELEOI A %
w/MET DT OICA R R HERFIH AT 5,

o MEEATEHZRTALILC, EEEEOY A NR—X2 T 4 2FRET A7, BEE
DRANTZ 7T 4 AZitd#d 5,
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PANRN—CF2 VT ADA T 0 b BEMOWETIEIZOWT, Bz LS
RIS E TS D T2 OISR IRWMERILG DR Y o —2etET 5,

¥, EEESROBESAEORKNIS U T, BINORETFENRLIELRVGELZ &
ICHETOUEND D,

3.0 B

ALETHWLFZEMOERIL. LLTFICR LEEHEE., I ONZ IMDRF/GRRP WG/N47
FINAL: 2018 |Z #6425

3.1

3.2

33

34

3.5

3.6

3.7

3.8

BRE (Asset) : A, MBSUIBUTIC L > THEED & 5 . WP SULT 2 Z 1B
D> 7 47 4 (ISO/IEC JTC 1/SC 41 N0317, 2017-11-12)

W (Attack) : BFEORKEE, &iE. &I, ERE, WA, IR Ih T\
WT 7 2L < IHMEHA DR (ISO/MEC 27000:2018)

B FF (Authentication) : =2 7 4 7 4 OFRMEO IES M IZ BT 5 £ 5E D & 4
(ISO/IEC 27000:2018)

EIEME (Authenticity) : =27 1 7 1 OfF#&M: (ISO/IEC 27000:2018)

FEFRAS 5- (Authorization) : FFHEDAT 5., 7 — X M OMEREIC T 7 B AT 572D DFF
WA 5T 52 & aEte,  (SO27789:2013)

JERC  ISO 7498-2 DEFE (MERDFFE, 77 v AMIZIESE T 7 & A DOHER| % £
5952 &G0 5) ICHKT S,

ATAME (Availability) : BEHRT L2 T 47 4 ~OT 7 &AL OERH O FTEENE
(ISO/IEC 27000:2018)

e Y 27 a2y br— L FE (M7EHFB)  (Compensating Risk Control
Measure (Compensating Control)) : B§gReXFtO— L LTCEBEIND U A7 a2 b
2— LV FEOMRFLE LT, EENREMINLRWGEICEHA SN FED Y A
7 ar hbu—/LFE (AAMITIR97:2019)

EEAfsEr Y 27 ay ha— LR L L Cid, fEEEN BT 7 v 75— |
B2 KR XA — R 2R kSN B 0 15 D

BE#PE (Confidentiality) : 8P S TWWRUWMEAN, =T 47 4 T 7 rERIC
st LT, HEMRA B RS, S E20EM (ISO/IEC 27000:2018)
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WA 72 a5 D BA R (Coordinated Vulnerability Disclosure : CVD) : #2835 & Y
Z DM DOEAEFARE S, MEFTEDBIRIZEET 2 U R 7 KT 2 72 DR E
RO DI DICREEF L1 L TIT ) 7 ek X (AAMITIR97:2019)

ERL: 207 m AiE, Mgtk & £ OMRRICET 2 EHmOWmE. ¥, R%
DIEFENE D,

30 A N— X2 VT 4 HFRE OV AT ARREREE (RIERT 7 v A, FH,

3.11

3.12

3.13

3.14

3.15

3.16

3.17

3.18

3.19

B, Hr, o8, MREESE) 2 OIRESIN TR Y., HEME. eatk. AT
THDVRINTA TH AT NVERIZIE S TZEARR L-IVICHERF S LTV DIk
fE, (ISO 81001-1)

B FMHE T (End of Life : EOL) : DT 4 794 7 icBnWT, flEEE D
EFNC DT H MM 2B 2 R OBRGE A& T3 518, EOL &z =551z
ST, EX7R EOL 7t A (22— ~DlmmeE) NEMIIND,

PR — bET (End of Support : EOS) : BEhD T A 744 7 ik nT, ik
HNETOFR— MEBIZ P ILT 588, y—E X R—MI, ZOBEE2EBL
AN

FANERE - AL 2B 2 IS O ERTERE O VEREIC W T RUESEH O E
L7oBRA 2 8 2 TR T SUTRMNDBE CTZ R A TERWY 27 24 U 5 MERE
(IEC 60601-1:2005+AMD1:2012)

B (Bxploit) : MEgsM 2l U CTHERIV AT LOEXF 2V T 4 2RETHT-OD
BHME 72 J71%  (ISO/IEC 27039:2015)

seatE (Integrity) : .7 —# DMERK., 56 XIIRAFE SNk, RIERFIEICLDY
R X I TV WREEE (SO/IEC 29167-19:2016)

VT —EEKE (LT —8E28)  (Legacy Medical Device (Legacy Device)) : Hi
TEDY A A=t % 2 U T 4 OBHBEICK L TABHN AR T & RO EHRHR

2B 1k (Non-Repudiation) : 784 L7=F4 I T8, WIZEN O EZFI X Z
Lz T 47 « B3 %8277 (ISO/IEC 27000:2018)

HBE G (Patient Harm) : HE O ) 2 KRG E X fEFERE 2 (ISO/IEC Guide
51:2014 % —HRAH)

77 A4 N2 — (Privacy) : fAANIZEET %7 — & OiafE I 3EE R INE K OME R IC
B3 B FAAETE X IE NIRRT DR A D 22 & (ISO/TS 27799:2009)
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320 & (Threat) : BF¥=2UT 4 2REL, BELGISEI LSRN, &H. 178

3.21

3.22

3.23

3.24

3.25

NITFERNFET HEO X2 U 7 @K O A[REME (ISO/IEC Guide 120)
BET YV 7 (Threat Modeling) @ 7 — & OffEE, JHiK, S AT —EX4E
HDOETUAT AMEEE RITTAREMOH DM ITHELEZH LI T H0
OFA 7 vt A (ISO/IEC/IEEE 24765-2017 7> 525 )

7w 77—k (Update) : [EFEMIRY 7 N =T 255 L LI2EE, T, @&
PeESLE (Aol Y Y

JEGD 1: ISO/IEC 14764:2006 (ZHET 5 Y 7 b7 = THRSHEENZH KT 5,
HERL2: 7o 7T — MZiE, Ny FEOREELEENEGEEND,

FERC 30 WIS K OTE 2 BIZ BT 2 R FITRGHERRFIC 2o 72 Y 7 by =T OWR
ThH D,

AU F— g (Validation) : FBAIFEHLAZRTT 2 2 LIk > T, BT 5l
AXITEAICETA2ERFELIM I TWAZ 2R T 52 (ISO
9000:2015)

HEiLl: "N TF— R EA" LI, NV T =g UNE T L TWDREERT,
HRE2: NU T —T g %, EBRE IEERERE CEESN D,

MRGE (Verification) : BEIBJGFILAZ IR RT 5 Z LTk - T, BEERFHEMNG -
SNTWDHZ L EMERT HZ & (ISO/EC Guide 63)

W 1. BREED - DICLERRBIFLE LT, BEEEDIZ). BIEIC L 53
HNILEDL 2 —5DfRTHDL I LND D,

TERD 20 MRREDTZDIATONLTHENT, BWHRET 0w R EREIND ZERnH D,
TERD 30 "BRREF A" L IE. BREEDSE T LTV oIk Z 7R,

Mag5tE  (Vulnerability) : —DLPL EOFBIZ L > TEA SN D AHEMEDO H 5 EHE X
IEFR 05945 (ISO/IEC 27000:2018)

4.0 —f&JE Al

ARIETIE, ERESEBZE, BlHl. (M, BT 2 BRICEERBRE D ETT &, ER
WDV A N— X2 VT 4 IZT 5 —MxfastFll 2 md, KA X 20efzEl
TN TWD SRZFEANT, EREGORENRY A NN—k X2 T 1 2m LSED
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ZOICHETHY . ZHUTHED 28T, BAOLREEZMHRT 2 L TARBRPRER LN
L ENHITFEND,

4.1 [EERES

ERHEa O A NN—tX 2T 1%, EEMICEBE SN TWS, X207 4 DA
F U ME, B L ITBEOB A E S & 2T, a0 MR BT, BRETE
B BE 2D, BEOREBRMORMAZGT D Z LEICL T, HRFO~L A
T VAT AOBRELREEEDTARRENRDH D, A3 —tX= U T 1k 5 HD A
DOEEIESIX, 1/ X—Ta a2 REL, ZETHRNRERKGZ B2 EED
BRICHEATRE L 32 LIk, BELREDOMFZHEIRTAT-DIIVLETH D, ETCDE
R E L., EEMEBEOET A 7V A I NVZE ST A N —8 % 2 U T ¢ 52 [E BRI
ASEHLZERREREND, ZhUTiE, EERG. EREROET A TV A IV EEL
YRR A L b, EFEEROT XY 7 HERY R~ E5Io k- 5 Bk E |
TEHALs . HIRBIEENCET 2B AN E £ 5,

42 BES ATV A I NVDEE

A NR—t X2V T o OBBIOWEFECRET 2 U A7 1%, YIHEEEM2S EOS 12
ED, EREEOMUGEEMIETIETOEMEZBEL THRFTL2ZENEE LY, A
Nt X2 U7 ¢ OBEEZ SV RIICEET 27201203, VA3 A M Bl
DETATHA TIPS TEA L, 5xit, hE, SBRE OTIREEREOFERRICE
WTHANRN—tX 2T 0 URTEZFMBEOFERT D ENLEE LU,

BEMNEYX2 VT 4 LDONTURAEKDZ L HENETHD, BEEEIT. A —t
X2 T 4Dy boa—)L K OERR 2 fHAIATe B R D222 K OFEARTERE
T A L REETH D,

43 HEFEEBEME

EREGS OV A =t X2 U T 41F, BEEE, ~VATT T a2 Rl R AT
Magatts RA OEFEETH D, ETOERMEMRE L, EREGOET A 7 A 7 v %
WL T, BENRYPAN—X 2T 1 ) X7 ROEEZ MR, B, fA.
THHILE, ST 5700, BHOOHERMEZEM L, OB EBRE & EmEIHEE T 502
VAROYAR

44 EHRILHE

YA NR—tX2 U T 4 ([CETAHEROIERIT, TS 27 RERER T EHT L7
DO TPLC 7 7 a—F OHMFAITH D, VA "\—tX2 VT OEFREHET D0,
B CORERERE D, TIRET L NTIRZ SRR R ST 2 2 E DR S b, Ef
SHERNIEEEINDZ EICL ST, ETOBERMYFEN, GREFEL, BET5U X
7 EFHE L. FUCEERST DO RKIET D, TO—RELT, £2TCOE
EEMRAE 1L, ERERE O T D ~VAT T A 7 T DR, e, maettk Ok
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Fa2 VT ATRBELRLIVAN—EX2 T 4 DA T b BRI OWEIs M
LMK 2=l —a el 5720, FlILA SRS (Information
Sharing Analysis Organizations : ISAOs) (ZFEMBAYICSINT 2 Z L3 EfI SN D, 2D X
DMV ARZATH Z & T, ZIMELZ M ESELHTENTED, AN T IT 4 RE
LTHEBIESND S 9 —DDFHRIGAFIEL LT, B2 EssttoBRN 2T 6 b,
Fio, BEEEORTRIANNVAT T T a g X R OERES L — I YER Y v—
WA+ 5 Z ki\Iﬂ/ZTA &of%ﬁﬁkﬁwgé HllY /i, BE2e
ZEEEICIRE L, MR 272012, WA ORBIY R & IHFHRILE T 2 EnEis s,

5.0 BEEMIEY A X—F X2 U T 0 OFHIKETEEEE

BRI DOT A N—t X2 T 1%, "WEOERT A 7V A 7 NVICES THRETTDHZ EN
PE U<, BIEEE D ERES @mwmmmﬁ&W&U%%¢mﬁmﬁ&%E%ﬁ%$
DD, MIRATOESRIZIE, 1) BF = U T 1 HEE IZHAIATe Z b 2) XA TE
59%77*9%Vb$%%ﬁ%¢5:k\@t%29%4ﬁﬁ\@%%%%t%n
TIGEMAT D720 02—k 2B R 2E MBI T RZIE B D 72 D O F i % 7. 52
THZENEEND, EEE L. AR OHRETEZEEZRHT O, BERLEZEBY O
ﬂ%%ﬁmmz\é@%m%%ﬁ%&%@%@yf)ﬁ%mﬁ?é EMNEFE LU, u
TOXKEAETIE., ZNOHOBEEEZMHT 5 LI, BT A 75 A 7 VOTHIRATERMEIC
2 BLE R ~OREFEIH 2 FRT 5, ﬁh E%%“/7%¢m7@747%4&w
TEBE. 1EC 62304:2006/AMD 1:2015 IZHE STV 5

51 &¥%a )74 EREEROT —F7 7 F 1 Rt

BEET Y U RHEBEETHANN— X2 U T o ICHEBICKS T A2 Ll ko T
SZEN R THIRBRIEEN O A 21T 9 L0 b BRELEOFREMYZ L VEMT 5 Z LR ARETH
bo ZOXDREGA 7y MR, BORFHOMIE, SRR R S T IRGAT M OV I
BOY AT <32 A MRHGE, GO A 7Y% A 7 VEE LT A BRIV TEHE
i S b,

X2 VT A ERFEL, T4 TV A I AO%E T vt A DB R EEERS OB TR E
THZENEELY, EX a2 VT 4 ERFEL X2V T o VRT3 o — /LR
DIEHRILE L TiE. AAMI TIR 57:2016. IEC TR 80001-2-2, IEC TR 80001-2-8, ISO
27000 >V — X, NIST fliT# (¥ =27 Y7 bU =T 7L —L T —7 (Secure
Software Development Framework : SSDF) %) . OWASP TliT7# GXEHRANZHEK S &
F =2 U7 4%) | ENISA HIATH). KEAV AT T R OV R AT 2R 55 B9 1 38 0 i =

(Healthcare and Public Health Sector Coordinating Council : HSCC) &Rl A /N—t& % =
V7 4 U—%27 71— (Joint Cyber Security Working Group : JICWG) DOTHIITH (&
A= U7 43l F1dH 5,

;@%%%z))gﬁi;.@ @nxd‘“C%F%ﬁ—Z) ki))‘:ﬁi L/l/\pXu‘[‘EHIJ%L’%EI \—bex_o {EL
F1IZERV A REE®RKTHHLO TR, HBLETHHRTH D,
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axat Al i

BLEET L., ERESED OISR IRy T — 2 LR S
N5 HRICONWTHRETT S Z ENZEE LV, #57 Ui,
HHpEEGE N OVESRIE NG £ D, HE i o] & LT,
Wi-Fi, 4 —% % > k. bluetooth, USBZEN2EIF S5,
BYEREZ T AN EDASTI DR TR, RTOANSIORGE
FEREZ G T 2 Z Lz oW TRET L, ZatEn R amlE sk
PAR— I TWRWERKGRS, FENR Y NV —27 XX
Ui — RIS & Pt L Gl E 3 5%, AMEREREE & l(E T
LA EEETHENEE L,

RLEER L, EEMBSROEZET — Y IBEE RNET 78 &
ARIEZR SO OIS BB ) HARE T D A W TRENT 2
TEMNEFE LW, Hl X, BOEEEIXEEKRIS/ AT A
WE O ERFES1E, B bR, BRICEEShiza~ >
KRNI T — % ORIEFEER S HIE, TOED TR ER
\EE AT A IS W THRATT A LR E L
A

X o TG

FUEZEE T, EREESICRFE SN D UIEZE Sh o et
BT — & 2 WG 5L & 0 RS 2 ZE IOV TIRETT S
TEMNEE L, BRI, SR T — RIERE R Lo TR
Shieny v a2l LTREFETDZEDRAFE L,
WS, BET 0 R0 ye— Vi, v—r R
PEIA BRAE S 5 7o O SUIRE SEM Bt O NE NI 5 Z L %
B <7201z, MBI U A7 ar ha—LVFEROEL|IZ
DWTHEIT 52 EDREFE LV,

7 — 2 ik

BEEEIL, T — X ORI 2 W R T & DRG0 B
ZHWrT 5= 01, Bl e JHEREDOY R — ME, VAT AL
NNDT —XT I FxZ2ili T 25 2 ENEE L,
BIESEEIT, BB Y 7 N =TI T ARIE RS %, &
B DO 2MEICET 2 U A7 2oV THiaTT 5 Z ENEE
LUy,

BLEEF X, VANA, AL 0T, T AT =T KO
ZTOMDEEDOH D a— RNEFEGR CTHERITSNDS Z L %25
STled, VT = TXREOa L ha—/L OV THRETT 5
ZEMEE LV,

RUEREF L, BRI OME AR OBGE, Hix o — Y ORE|
WIS U7 7 2 AR 5 IR EARFD T 7 ¥ AFF %, =2—
POT 7 AHENCOWTHREFT D2 ENEE LV, 7,
B D EEE AR O CR URRREE A IF Lan o &
DEE LW, BREXILT 7 B AFFAOflE LTIE, /RAT—
Ry N—=RT =7 F—, ERGEGE IO EE#E AR

2 =YD
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TERWVRRHE FHRH D,

REEF X, EWINRT v 7T — bOFEE T o A LR
DY RAEMSNL L, TOERELETHZENEE LV,
BYEREZ T, AL —FT 4 VAT A, = RR—F 4 X
34—V —2AD T N T =T OT v T — N FRELOE
BHEIZOWTHHT 22 ENREFE LY, £, HEEE
. Y7 N =T DT v T T — bR, BETRWI—V g v
DARL—F 4 VTV AT L ECEET S EFE#ERY 7 b
T, BHEXMEANE oA R —T 4 T AT A
BRBE ~ DR 2 BT D E N EE L,
BUEEFE L, FICBAENTZT A NRN—F 2 T 1 DIfFH
PRI L TR 2T THHEOID, EREERDT v 75— |k
FIEIZOWTHHNTHZENEE LW, flziX, 7y 75—
MZBT a2 —FI ADOES, EEERICL2887 v 77
— NOELR, T ST — %ﬂ@%%%@ﬁ P EPERRIC IR
BraRIEE RN EERIET 2 FIEHEICETIBRENRE EN
Do

REEF L, Ty T T— b EFEMT DO BRI
WTHiRT % &4k, a— ROBL SO FELR WV TR X
7 7T — FOBEIEMARIET 5 HIEIZOWTHRHT 5 Z
EMMEFE LU,

V7 N TARSE

BLEEFIT, REFTHIC L DEREIS~DOT 7 v A& Bh1E9
DHFECOVWTHETTAZ ENEE LW, BliE, "— %
WERR T 7 & A WBREIC e v 755, R— b ~DT 7 & A Z WA IR
B NI B FRGE LICERr — T Vv W=7 7 & R & Ak
LT HHEDOFELRGTTTHZEDREE LU,
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F—=A+Z VT
CERT Australiac (CERT A — A& ~Z U 7)
https://www.cert.gov.au/

AusCERT
https://www.auscert.org.au/

TV
All Certs in Brazil(7 7 ¥ /V[EIN® CERT —&)
https://www.cert.br/csirts/brazil/

NFE
Canadian Centre for Cyber Security(% & A N—tF 2 U7 1 ¥ —)
https://www.cyber.gc.ca/

R
CERT European Union(CERT RRM H 5
https://cert.europa.eu

AT AV
ANSM
https://ansm.sante.fr/

https://www.ansm.sante.fr/Declarer-un-effet-indesirable/Votre-declaration-concerne-un-
dispositif-medical/Votre-declaration-concerne-un-dispositif-medical/(offset)/0

French Ministry of Health and Solidarity(~7 7 > A JEA45)
https://solidarites-sante.gouv.fr/soins-et-maladies/signalement-sante-gouv-fr/

Shared Health Information Systems Agency(IE A [EFIE W  A 7 AJT)
https://www.cyberveille-sante.gouv.fr/

ANSSI - National Agency for Information Systems Security(EFFH T AT LEFX 2 U T o

I7)
https://www.ssi.gouv.fr/en/

ket
CERT Germany(CERT K )
https://www.cert-bund.de/

AFZYT
https://www.csirt-ita.it/
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HA

Japan Computer Emergency Response Team/Coordination Center(JPCERT = —7 4 f— 3/ =
>k 4 —JPCERT/CC)
https://www.jpcert.or.jp/vh/top.html or https://www.jpcert.or.jp/english/

U=V
SingCERT
https://www.csa.gov.sg/singcert/news/advisories-alerts

KE
Industrial Control Systems CERT(PE € Hil4#l 2 A2 7 2» CERT:ICS-CERT)

https://www.us-cert.gov/ics

US CERT(CERT k[H)
https://www.us-cert.gov/

2020/3/18 Page 51 of 51

53 53



HWAMER1020H 15
SR 2941 0H 2 0H

HAEF A TER () & B

IEAEFHBA R - AT R R B A TR R
(A H 4 B )

ERRE T 0 7T L O—ERAR I E D B B Ffoe & FE DO R WNTHONT

AR T 1 7T L OIKGEHFEE OB NI OW T, [ERESR T 2 7T 4
DOEHNZOWNT] CERE 26 4F 11 A 21 AART3RAMESE 1121 & 33 5, A
FEFRE 1121 5 1 5. SEAEERRRE 1121 45 29 B EASEHE KEEES ST (B
s - PR R R A B YY) | A B AR A KRR R., R
A TGTAE R IR R ERRRE  MEIRRREA) FIZLVRL TS EZA
T,

F 7o, EEREER M O R IR T KGR SR T — A B 55 M OV A o Jm o Bl
WMEDW TR, TSR O LG IR e A GRS OERUICER LB T R E FIHIC D
W (R 26 42 11 A 20 BAHT RS 1120 % 1 5247 BE REEES
FE (EFES - BAERRSMGEEEHRBY) @), [EREsO —HER
WE D FREXITHOWT (R 20 4E 10 H 23 BT ARSI 1023001 584
B ERE L REAEEHREREREFEEEAEREM) KO TEEESRO—
HATRICSE O BMAEE R EOTHRWICOWT) (R 29 4 7 A 31 HAHITEE
AERESR TS 0731 35 5 BIEASEE R - ATEHE R R A B R a)
FIZXVRLTCERLEZATT,

A, EEMERR T 0 7T AO—EEEIT M ) B T & F ORI IT D
WTCTHIiRD ERBD EDFELEOELT-OT, #HTHOLE, EENEARFEESE. B
PR ARS8 Jon 5 B RE N T,

B, RBEHOFG LA MISATBOE NERN ERER R SRS R —
BN B AREREESREELEES SR, AARSKAKEES S K, —BAEEEA
HARBKRRERG SR, BRI ENECKEERES - VD LESSE, KN
VR AW EFES - VD ZESZE R K O BEGRIERE O 5 TEM 15 2
EELTWVWET,


NAFWN
テキスト ボックス
別添5



(BUR)
ERRpE AR 7 0 7T WO —EE I O B E T E FORRNIC OV T

ZITRTOE, AROERES L X8R0 ERER T 07T AFEAICET S R0
ICOWTHHZEY EFEHE L7250 THDIZ LICHETDHZ &, ERERESEICET S —
ST D BN B Fofoe & IOV TIE, TR R O RUE T AKGR R 35 OTERUICER L&
BT _REFHITOWT) CFARK 26 45 11 A 20 AFHT3EARSI 1120 5 1 52455 #E KE
BEZHEE (ERES - BAERERGFEEEIEY) @), [ERERO—HEEIC
D FREATDONT) (AR 20 45 10 A 23 H AT SEABEFE 1023001 SEAFBE EERLF
FEEHRERRSE RS EEREM, LT [B—EREmm 2\ o,) kO TERER
DO—FRE A D WA T TR SEOBIR NI OW T CFk 29 45 7 A 31 BAHT SRS
3 0731 2 b SIRA I I - AT AR ERE R AT IR R @) (TR L CE ik
WEESEBELTHI L,

B, UTNEFIZRTHOTHY , BT E ORISR & e 2 FF7 ONT —H 4 B KGR
FEM ORI R OWNWT NS METROVEFIXZNALIZRD O TIEZRW, fE5loFEF)IC
B ABARNNIOWTIE, SEIE U, NI TBOE A JE 5 S AR A A S8R
A BEICFHRR S L7200,

1. B JR O XIS & 70 D F5
WA RTHFNCONTIE, TS DOERLEEIZE S B & L COMEDEM - £F
ERRVGEIZIRY , BIMERROXIRE LD,
1) EfREGR T 077 A0X T v a— RRGE~OZEE XTBIN
(ZEH))
R 7 1 7T N DVD EOFSREEARTHE L TV A REIZ OV T, ¥ oe
— FIRFBICAE T SUTBINT 5354,
2) ARG ORE 217 5 BUERT OB - £ - HIER
(ZEH))
IR 7 0 7T AR SRR R CIRGE L Qe A A T v m— RERGEA~E T L
7o Z LI, ARG ORE 217 5 BERT 2 BT 2 56
IR 7 1 7T K h Ay m— RIRGE LT % 85 & SRR T O IRGE~AH
TR T OIRGE ZIBINT 5 Z L AT IS O R 21T © SUE T 2800
XIIEET D56
3) BEMEBRBECH D 0S OFEES Y 7 7 REMEDEN - A2 - Hikk
UTOHEBIO S H, BI{ERECTHD 0S EOFHOEFICH W T, ERERE LTo
fifi B SUIN R K O OMERBICE B %2 5 2 W55,
O PC TEMET 2MICOWT, 7 70 NERECTOEMEZBINT 2356
(- f1)



WHAPC (Windows 7) TEMET 2B MIZONWT, 7 T 7 FEREETHEMERHE
THDHZ L HBNTE5E8, B, ZO8HAIE. 777 FBRECHEAT L2
DOENEFIEDOEE HE L)
QR HFEEOBERIE TH D 0S ~DZEH - 1B
(1)
i0S 10 TEMET 2 BLICx LT, B2 2HkED 0S Th 5 Android 6.0 & H)
ERBEE L GEIMT 5854,
4) T =2 DO ANHINAER T 2 FeekEE AR OB - HIER
(E41))
EReR 7 0 7T AN 5T =2 O AN 1T ) GinEET5) TRk
ZDVD & LTV =23, USB A€ U 2B XITEET L84,

2. —IRAH AR K OBMAEROWTILOFHE &I 7203

WITRTEFNCONTIE, IO OEFEICHEVERESE L COMEEDEN - A%

EDRROVGEIZIRY , — A AR E N OBRMEREROWT O TR E LB TR,

B, WO—EHRFERNITE#ER A ET 5 2 LICHE I,

1) BT 07T AOBERE TH 5 0S DL H - 8 - Bk (BRI s LTo
B R SUIN R K O OYERBIC B E 5 2 72 OIGEIZRS,)
OEMEREETH 5 0S N—2 a OB - 258 - Bk,

(1)
Windows 7 COEMEZFRE L TV A RIZ% LT, Windows X 21BN 554
0S HAG TE D P — B R TITHEWENEER LD 0S F57E 726 Windows XP Z HIBR3
L85,
QIEERRE L LTHNWDT —#_X—REDNN—T 2 OB - 28
(ZEp1)
MS SQL Server2012 £ TOHO/N— g ZEEERE & L CHEEL T AHLELIC
DNT, FOHBMAN—T 3 a2 BINT A5E,
F =B _R—=2ZOEEEREEE L LT Java 7.0 ZFE L T2 RRIZ Java 8.0 &
BIMXIIEET D856,
2) BEERBE & L CHELE S D ULH PCROIEHSRR OB « 25 - HIER
(1)
WA SCEICRREL L2 HESE 9 2 0LH PC 04 EZ AT+ 53546, (0S OFFHA T IX
EHER)
3) MG DR D ZE T - BN - HIER
(Zh1)
BT D REEREE AR & LT DVD 245 7E L TV 2y, T O EZHIBRT 554, USB
AT Y ~EETLHEAILUSB AE Y ZBINTHEET 2HE,



4) A A M= LAREH OB DN T

e 7 1 7T Nk ER AR TIRIET A5G — ool GEEEE) oA v
A R—=TEDEHE (LT T4 2 M= ValReE] & 9,) IZo0 TR, AREFE
ICREHEELRZVBDTH Y, A A M—/VAEEEDOETIZON TR, — A F&GR
FEE R OIS A RO WT O FHEE b MLE TR, 2B, A A h—/LA[REEIC D
WTHX TRRBEFICRH LG ATH, A VA N VAR OEFIZOWTIE, —
S KGR RS R O F R O WO Tt & b LB TR,

(1)

B (DVD CHERS) 1, A A M= LA EE 1B & LTV, 3BETH
RREEET LG,

BB, A A M—/VRREEUTIRM CEICFHE T R EHHE L1372 o TWhenay, il
WOEENBER LTcA v A =N EB THEAINSD Z L2 <, IR SCGEICE
BHFEEL LTS VA M VAEEETH L THLREY, ZORHOLEIZONTEH, —
B KGR RS R ORI F R O WO Tt & b LB TRY,

Uk



