EAEMEROT 24815
WARIKOT 24815
R3S 07 H 2 4 H

HWEMREETER (B) & B

RSB TR - R R E R A S R
(5 B A& oK)

AT EE AR - TR R E R L 2 R R
( N Fll ) % )

EFREIR DY A N —t X 2 U T o OFERICET A A # 2 Z22DONT

ERMEER O A N—t X2 U7 ¢ OMERICEA L T, TERESIZBIT L1
Nt X2 UT ¢ OFELRIZOWT] (KR 27 44 H 28 BAHIT 3RS HE 0428
F15, ERLH 0428 F 15 EATBHEKREEEZFEE (ERES - HEE
%M%%%Eﬁﬁﬁ%)in%@%i%ﬁmﬁféﬂ%ﬁﬁﬁ%@ﬂ)K%w
T, BRSSO HEZWET 572010, EFRERICET 294 3= &

_ﬁﬁéﬁ@@)xﬁvx/f/b%%ML\Mgﬁﬁm%ﬁ5i5\%%
FEREFITHTOEMEAKE L TNDH E AT,

L%, SHIZERMR ) R <3P A L RO A RN—tF 2 U T 4 %R
DUNT, gk 29 2 EE H AR AT 0 BR S8 AR 22 3K i S LR R - BEAmAF 703 T
FHEEHIC BT 2 BAT v 7T LAOFEFEHH O H 0 HFIZET 2478 OFERE
I, TEBEEEROY A N—tX 2 T ¢ OMRIZET I HA XL A L LT
%ﬁ@kk@ﬁbikwibtoo%ibfi R EE DY A N—TF 2V
T4 DHERICYS T2 T, RATAF v 2AeBEL LT, LERMIGEITY L),
HE TEMRFEEFICEMT BN W LET,



Pall

ERBBOYA/N\—X 1) T OERICETEIHAFT VX

=

(YA N—tF2) T4 ERE(FRR 26 FEREE 104 B)[CEDIE RBEICT YA/ —¢
Fal) TR, REERICTREAY A/ \—tFa)Tre2o2—1DFK 27 £ 1 AIC
REIN., [FAN—tFa1ToHIE INER 27 F9 A 4 BICEEBRESNT=,

AN —tFa)TollE, AN —EF 2T EREF2FRIZTEWNT. [EFHAK.
MK AXZTOMADRMREICE > TIFRE T LI ENTERLVAKICKYREESH . X(F
FESIN.GESI BLIIZESNSIFERORTAVD . BERXIEBEOHLEZOMD E
ZEROLRELEEEDOIIHELGHEELTITERATLARVIEREERYNT—ID
Z2URVEEEOERD-OICHLELGEE (FREEFEA VNI —IXILEHM AKX THE
SNT-RRRICRIERER) ZEL-EFHERICH T ST ELGERCLLEEDHLD
FOICHEBELGHREZED . )M ELON., TORENEY ICHBFERINTWAILILER
SNTWD, FHAN—URVEIE, T5LE-REMDEBFENELDLN ., BF (harm) (%
NHRELBIRIEEZBND,

ERICEAT LI A N\N—tFaTsAIGICEAL T EEBBEEOEERRBR AT LIC
DWT,FERK 17 E3R. BEEFBENSIERBRIVATLOREEBICATSHMRSA
VIT. . IREEEHAIRSA2 1603, ) F 1IRERL, BRICEC-HEREOREEZET.
TRL29F5 ADE 5 MRICE-TLVS,

F-  EBEEBOHAN\—tEX )TV TIE. EEFBAI ST EREEICHBITS
YAN—tXa) T/ DFERICDVTICERK 27 54 A 28 BT EBKSHK 0428 F 1 5~
EELTH 0428 F | SREEFBHAKEEFRSEE (EEKF BAERSFANEEEEN
L) BEEFBHEAEERRERRTEXNRREREZBEHM, LT, AN\ —tFaT1BH1&
L) ST, ERBSFRRERFTEE (LT THERFTEE LD, ) [CHLERBSFIAD
PAN—tFa)T4RHIEDEZFERLTIND,

BERGTEET. AWERVLEMHEEARL-ERBIZHR-HELTHRIET 2L
FEBELTHY . MAT. BEER. EXBN R, LA EERFRUVBLEERFELSOD
HERTRLLEHEOREICEHILIERT (TR 16 FEEFEBERE 1355, L. [GVP
BSIEWS)ICE DT RFEROFERICE TIEREBOADME. REMFICETSIE
HUNE - T BEITIHE LR RE . BULGRIEARDLNTIND, D=8, BWERFTEE
BIIEBERNOBEEZH AN\ —KHBIIHLTH,. FRREZEH-EEBFOHE
BICIGCT, YA N\—tF 2T BITH YA T ENH S,

— B, FEREX LTI FHROBEE. T2 RUVATRAEDIDDEREHE
RIBENRKDOOND, B (Confidentiality) &%, IE LG ERZLOROLN-FEDH



M RSN -SEERNTHERICTIELATESLLS . RE-EEINTWSILEFET . T2
T4 (Integrity) (&, T—2DELM, EEERV—BEENERSIH, FEVLEENTTH
NTUWENWIEFEKL, ERSN-FRAED T CTEEREIIDHBEELHERENERIN,
EEFROZCHERSZOEEENRI-N TSI EFIET , 2L TH A (Availability) &
[T BWERESITVRATLANEELG Y —ERFIRILETELIRENHBFINTNAILEIET,

NBEDEFRFE TR AN RIIZHTHVRIIRDAVNEEZHEIZIE, #
EITOHhNTE =, —RBMECRIBIEEZ)VRIVERELTIRADVRIIR D AVMMIMAT,
BEETEH - IHBEODHFESFLIRVERELTIRATHRE T 5 ENRELLS,

(X1 EE#BBOVRIIRZDSAVDBEERTHS JIS T 14971:2012 TlXK, EE (harm) ZT ADZ 1+
HEBHRMEEE LLIBEEREES., NIHES KLFBEOZTIEIEEELTLS, KAIF VX
Tld, EEOEEMBOEREICHTIREEICRIBEEEE—ICTHEELTLSD, EEMEED
HERGEEFIAABRORBEZDREIIODVTELH LB ETAIENEEHITKOON
TWBEITHRICBETRETH D, )

AAAFOZADEMIE, HAN—tFX 2T BHIZEY RENF-BERTEEHITOIAN
EHAN—EFI)TAADRMBIZONT, ERHER O - &ET (HERAD R UM ERE
DX ISE XY BERHIZT H-ODIFHERM”TELETHD RERTXENKHT(F R
ZSEITEYEREERERT S EICEL T HMN\—tEFa)T/ICET DI R I DIER.
EEMBARAROAFIMRUVLREMEOERIRLON, BEEADIYRIDEBIZENS,

BE.FAN—tF2)T1DRFERBFEDSHL -THIMEFDIRNRDELAZELL
CEDDS HAN—tX1TADOREIL, KAAFURITRLEZBDICRL T HKiiTEmE
ZTHFEACEUGRREDMEINEZZEICTRBEITAENDETH D,

PRHNSDELLIEREERUERABEDOEE

AAAFVRIE, HAN—F 1T T RV RN BESNSEBRBERRET S
LDTHY . EBEBEOLRTERRET BEDOTREL, A/N\—tF 2T (BT B 5
MNP BELERSSBICHLET AT, BEORERVZOEABESEHELRNT AL
KRETHD,

ERERICETEHLN—IRIDSE, EREBEAVNE-2EE2ZT5E (BE)RUY
EESEOGAECHTIBEIRDIIRIE. BEMNICHET IS ENBETH D,




2.1 WRELGHEERMER

ATAFVADHRRIE. EREEFZDSIETOTSLEFERALEZIO (BEEEIZTOIS L
EFETCO)RVHEBRZFIZTOISLEECIDTHD, EEMBOISASE(I ~N%E
[SE Y AN

EAMIC. EEEBRLERLTERT IXIIFAAIND IT #3H1%E (BATEERBRIZK
LBLAEWLDT, TRV SLERDBEZEL . ) 2EERBOBRAS (TEAE) LLTEIR
BIDEEE. AHMFToRORE LD,

22 EFBBOERARREORE
EERBBICELITAN—VRIZEET HEHICE, ARERKSOERIRRZHE
GREDNRBEELGD, T, HRIREL T TE ERESFEBAT 212V ME X T HER
DERBBTRASNDIVATLIZENWT, EREBEI T A—RvrF(BRFSV)E
FAL. fHEMESHAINET —FRBETIGEEICONTLERIT DI ENRELL D,
EREEAFICSVTE [RE2EEBNANSAVIZBFEALREEENARDLONATINASS
EICBETAHEWBIREF. 7VEREE, BEOESIEE. ).

BE.FELEEAREICHATIERE. EREFANFRIRETILELSHD (5. T
i)

o

221 EERBETOMRARE

ZCOEEMBIERBENTHEAINTEY., F-. EEEBEOERFER AT AIC
BLTIENREBEBAAMRSAV I ZBFEALRERXERVEERNROLNA TS, LizA>
T.EEEETOEAZERTIEEEFRDESX. [RE2EEBAARS/VITROLN
LPIRETOFEATEARET D,

222 EEBEAOEENRITLLVERRE
BlZIE. EEEBRTHEASNIERKFDIGE . ERBEIICKIEEN T+ ITRITEN
BIETHEONDIILIZBETILENDH D,
AEEBECHEATIEEKFLRERADEEKSBOMARICELTIE., HXEEMKFD
FREEZHELL. EREBEOEENRIEGVERBRETOERZERL-SA X,
[REBEEHARSAY 1 ZBFEALBEEORIEILBVRETHILEEETILEN DD,

223 T FERRE (HFEHISEEE)
KRRNIE A AR OCEERBEOSL. EEDOBEIF VR AL LRIGRTICBEHT S, =



D= BESNEEHLRETOERRKICB T34\ —)AU&EZFEL. FOEEM
ZFIZDODWTHEET S,

2.3 EREBBORYNTI—UFEADER
EARICE I DBIEMEE - R T— I~ DL USB ZDOR—FOFIFIZHLIY
AN—)RIDRFTADRNELED,

2.3.1 RYMIT—OF~ADEHMESE
EEMBNERINDIRINTI—VERFZARAPDETHD, EEBERNICRES
N, A=Y MEREDBSN-IRIETHEASNAEE L. 13— Ry MEIRA D it
ERT B TIE. FRRENERL>THY . BBEREICELAEABELL S,
TR T —REICKYERKBNDOEREZEZELLY. BELEYTHIENAIRELGE
BRI DOVTIE, KYEBEITHAN—tEX ) TARIGEE BT RETH D, BHE. R~k
J—OEGEMNAT DIV E— AT T U REDRTHETH ODEBRERICOVTHLEET
b,

2.3.2 ERBEFFAOERME

|IGRE (ERBERERMEE. Bluetooth, Wi-Fi %) FIAL. EE#EBO1I=vI
FX [ ERERETHEE S OCRMRIRET T HMEEEE T AMEICELTIX FIALTY
SEMRUERT B OBHEICH THIURVICIGLIEBEENBELLED,

2.3.3 USB DN EAHAER—F
USB 7R—K4> CD/DVD FSA T &% KA . AR RETIRECHHERMEIFICELTIX., =
NoZFERALEEED)RIADR NN ELLS,

BHA 1 —EF TR

EREBITRIYANA—EF 2 TAADREITONTIE, BERFEE(C LD EIE
PERANDE. FRBAICH T LRERMBOBUILER. HEEE. REGEA/
RSAU IR SUERS AT LAOMBE RS HEOEY A EENEETHS,

BE., FAN—EF 1 TFAADRIEIZ Lo TIE, BEDHAE R 5, BT CE,
ZOMDHEEORFTOEHRESEICLENL, EREBOERBELHREAERTS
DELNHD, (BROTSEEHEIRUMRK REXEZIZ8E,)




3.1 MERTERFICKSIYM/\—X1UTHiE

HERFTEEIL. ERSNSERARBICBTA Y AN—URIIIHTHIRITRDAY
FEEREL. BEBEERETVD. TORRIRIDNZRAAEICHEDIIEEFHRBETESLLSIZT
BIENRIIRDAVNEATIICE I STIE. EEMBOERSINSFEAAE. FHAE. &
AREEEEZEBLIA—RSAVEEDOTER. BRI THIENEFLLY,

FIC. EEMFORR -FFMFICERINSGT —IR—X 0 EFEARICFASNS 0S
ZEOBRERVILIITIZONTH, EREBBDOSIMIFAVILx2)ZRBLEETHIMNEN
HB.HE. INLBRERYIN Iz TERAWEREERDSA IV EEH L= LB

LRV IRIZTDIATHAVIIZDNTIE, BESEDIIENEFZLLWD . REETH LS
BIZIE. ZORIGICOVNTHREZTVD. REICSLTHERAE~NDELIFEREF IR T 5 (518
S,

hEH. RERFTESE T, HGTIRBO YA N—tEF 2 T4AGICET 2RO A -
RHZREVATLFEDO—HELTHILT A EARDOND Tz FA/\—tF2)To
[CEET A EEARVY—ERICHRIIAICOVWT, FREAFATTHIENEEL
LY,
(X2 SATHAVILERF RAEIOERZRTLEESNAEFTHREDHMTIIHAHA., ThélF
AICEREIBR DR - REFICETHARRNRESNTOD, EERESROMAIRKIZONT
T BE. RAXEICTREFERVAMPRF I ELTEHBSATEY., RERTEE L. D72
EHLIDHEIMIE. BFEFEMBIIOVTHAN—EF ) TAANDORIGETIENBELLTD,
Fr= BHAHGIIOVWTEY G BHEENATELGWVGE HEREREFE, EHmOHFLIC
B HEMEEAENEOONDBEYMGZADELLIC, FRBLEELTHIET HELBE
E75%.)

3.2 FRAFICLIY A /I\—EFX1T1xiE

HERFTEENOHATSIN-EERMKFIL. REEE-ES5XELR T EAKBAZOME
AEICHMAShG, MABRDERBBD A N\—EF1)T/IZBEITZ28ENDEET. E
BHEEOEREICTERIIVDENHDH LMD, WERFTERX. BDEICHLTER
MRS EHEEIY ., RTFRNFICE DT AN—EX 1T DHEREIIETIENEE
ThHbd. 06, EREBIOERMBEFORRIATLAGESN =T —2IET YA
N—=JRIIZDWTIE PRATLDEBETHIEERBICLSIHAIENBETH D,

YAN—JRYICHEIEREEBOTEESZDERL. GVPEARICEITA2ZXE2EEERD
—DTHD=OH. WERFTEE (T, EEEELEEZRY. IS5LEREFINETIHEN
Hbo

Fi= WIITEUE NEIRILIBHEE RS (IPA) EX 1) T4V A—TF, TV E1—47



AR RELE |(ER7TERBEERXREETE 429 5) . [AVE2—3FET VA ERE
EI(EHSEBHEEEETEI2E) RUITVILNI)z7E R EDMRIE R EFRICRET
PZERIRE I (FRK 29 ERFELEEESTRE 19 8) . IZEDE aVE1—39/ILATIE
TR -MEHEHRERICETIRR - HEORBECERIRBEZITF (T, REEZT1E
HE.EEOMLK-BROL., FREFL) T RARDORALIZRITOENATILNS, HiEHR
REEIEIINODERESEICTHLELEDIT, MILITEBUE ANBERLIEHEERIE (IPA) £+
ATV AT L TEBREBRDO YA /N\—) R V(BRI B EREFTICIRELTIKE
ENEELLY,

4 TRBEOREMREIZONT

BERFEEEIL. GVP ERICEDE EERBFOTRELREXNKRELTEREROR
BERBHROXMELINE-AEL. TOBEREINL T BEITRLTHEREZTIZEN W
BB, AN RIIZEIKFEEEHIZTDONVTH, GVP EFICTHITHRLHFEREL
THRYHRWL. REEE-ESXECEEXEOMNIDLL. ERKELEEZRY. @)k
MREDREHEREITOILENDHD,

4.1 PHEBRBBEADORIGIZONT

T0USLEFERALEEREROSEIMASBNIRS RERTEEERBBITETE
SNTWWS, ChoDERKBEPETRTI DHE . ERKENSSIEMoRTERE
RUBHERKSBSEEREE~NRTIIRERE L. ERESFOBHEEICRALEERST
EEABEL, ZOETRICEDVTERBETOICEARDON TS (BEXE M. EERERESF
DB, AIMRVREMOERFICET SEERTHRI (B 36 FELEERFE1S)
%170 &), SO, PHEFRKFICOVNTL, RERFTEE I L RERKFORTE
BHITHLBYGIETRETWV., YAN—YRIANDHRHEERBSEDIDLENAH D

FBREFREE EREBISHL, RETIFEHEREFZD A/ —UXI~DH G
RRFIZODNWTEYIGHRATILELAH D,

5EREEA~DEHRIEG

HAN—YRIPEESNEEBEMBICOVNTIE, Y4/ —tFa)TAIZBHIT 21EHE
BERFGTEENSFAFICRETIENROOND, FRIEAAEEREERFICOVLTIE
REE~NDRBELVLETHD,

Fl- NEEDEFEN GV EAAETHAIZFDEANSY A N—RINEEINLL




BETH>TH. TATSLMNFERASNTODIENALILEEEIDEEICZIE. AN
—RIONEESNLGVEDFEREZERABICSHUIRBEITIZENEFLLY,

REITREFERELTIE. ROBELERELGEN, AN\ —RIDIRREIZIGLCTEL]
[CXHETBDIE BH. BT HILICKY . HAN—YRIDERTHIENEESNDE
HICOWTIE, ZOREFEICOVTOERELNDETH D,

1) FAXE~DEHFR
- ERYAEARE
- ERFEANEFIANSEEMER)
- BRSINEERENTEALEGEDOVRI (JRVDEEMEICIYBEIZELCEEH)

2) IITEMF
- BRITER(RVED—VIREANQERICHETFERF)
NoDIRR|IE. EEREEFENCDRDICISCIRETES L, F-. EEEE
TOERAZERTIEEBBDOGER. [REEEH ST o-FRIZ M
AEELLY,

3) Thith

- EEBEOTREDTAITHA VIV L= ED A E

- BERFEERLLTOHAN—EF 2T BANDOIEAFICE T Z1ER

- HAN—tEX ) TIBEETAREERARVSI A N\—tF )T/ BEET S
Y—ERNDBRI

HAN—Y) RGBT B EHRIBHIC OV T, HIZ X, BUERFTEEDR—

LR—UEFZFALTRBETIELHRMIXEICGEREHL . B ELGEFITEROMNIZE
WEAFTEDLIICITEHIELE—DDAHETHSD,

SEEHE
[EEMRETOSLDERBHBICHTEIANIVADARICDOWTICER 28 £ 3 A
STHMTEEFBEER - £ ERERERES BAERSUARIELSEEESHKE
#)

EREHRVATLDREEBICETEINARSAUES M (BEFBE Fh29558)
[EERERATLOREEERBICETIHAINSAUFE 5 HUICEAT5Q&A (BEEF1E
E FER29%FE5A)



37,

JAHISIE# 17-006 RERXFZHICILIERBFHREF)T(HREIAAF Verl30a(—
B EEARBERBUFERCATLIES 201757 R)

JESRA TR—0039*B—2018 WEXZHICLIEERHRFLVT(HATREINAF
Ver.30a(— it EZ AN B AREBRERATLIES 2018 4F 3 A)

%, BT XEE

IEC 80001-1:2010 Application of risk management for IT-networks incorporating medical
devices — Part 1: Roles, responsibilities and activities
IEC TR 80001-2-2:2012 Application of risk management for IT-networks incorporating
medical devices —Part 2—-2: Guidance for the communication of medical device security
needs, risks and controls
IEC TR 80001-2-8:2016 Application of risk management for IT networks incorporating
medical devices — Part 2—8: Application guidance — Guidance on standards for establishing
the security capabilities identified in IEC 80001-2-2
NIST SP800-53: Security and Privacy Controls for Federal Information Systems and
Organizations

(NIST: REEMFRERMARAORIE T, 2LDEFX1)TAICEATHIERERENS
SHREINTVEIRRNT SV T1RIZKBIFE)



