BE5EEZRT
[ERARNFv— b= I IR—FEERK]

MedTech BO®T

55%H
(FSE8Y): 2025 F£ 7 H 31 B)




1. A70735L0EN-BE

[EEFEEERT EERNRVFY— M2 R—NEE ITTEMT S MedTech BOOT(BAF,
[(ATTTIL)IE TAVATIMEEDE —HL DRI EFIORIH & NIEI 5720, BN EME
Hig T EE#IR® Software as Medical Device(BA T, SaMD)DFAFEETS T HTIT - RV
Fr—5FEL, JO—NVITIVATLREETLILEBIELZT U SATT,

RITQT T LTI ANVF =7 AT ITIFE L. BADEE#KZRE/-1% SaMD % HFENEL
SIMEEDENEBAEXE T U ILL LT BEBRDT Iy a7y I R7 Iy ay DOikELE
MBI RV ) HEEYFOEM Le BTy F N —= 7 | OB ER - BELHEFL
DAY NI —IEEEX LY FARY NE LAY NI —F 27 (BHBEE) 12 EMUET,

ARITTI LG BEFBEDERRLEZIT KRR =ZEREMEFIEELET,



2. ATOTSLDONR -ZERE R T7I1-)

RITTS AL, BEREER - SaMD ORFEETIT7 AT ITORVFvy—hEN BARCERIE B
TODTUITILERAVZUET, EREAFEFEOFMIIOVTE, [2 ATOTILADNE - ZBAR - A
TVa— e TR TIV, SMER RALLTIRTOTATIAISIUTLEIW, £, K71 75
NI—EBORNB 2RI EFCTOERELVE T ERIIOEEE A,

2.1 BhNRE
o RT7UTIAIL EFEWER SaMD DEEFIFEITI. NV Fv—RFEE IR FRILAY
Fy—DREEZBETT AT ITHBOMEEESINEZLLET,
& ERENIIAVFY—RUEBIR TV HTITVAMBDOHRETH>TE, —EDEEBENE
FEL TG EIINEELET,
& TANTOSIER 3.1 ICHER N FLEHIN KM & THENDHVET,

2.2 TOJ3LXERS

2.2.1 BR7OI 3L

® MEDISO LE#EL. ENEREICLIHEE . @RIAV RV TEEUT IBNEREZ BT
BRI REE B LE T,

® [HRIAVRY VI T EVFDAFNTYTREYFTVXRDTIYT a7y TDDDT 4 A
vy avEERUET,

2.2.2 847073 4L(2)32I\L—-Plug and Play £D:&EETOT S5 L)

o {HHRBEAHED IT EENEBLUTVWAHKETYIVNL—IZT, Plug and Play LE#EL/-
BT rS A EBUET,

o V) IaUNL—EMBNIL AV oMy yarvadEREL, RHEFHORE2 R A LUET. ]
HTIL, FRHFOCA V=T BEROBHEBERELDAY NI —F 7 A Z—R 7Y
TDRF FUNTHEAD T 7 AE 2B UE T,

& XYNI—FUITOTFETAEEML, BN BN OIS LA TREAZHEEAVZEREEA
TWe=2%%7,



2.3 FOJSLRTI1-IV(FE)

FHA RE

e MEDISO 7ot5 IO S LaAFY oA
2025%9R1H e MedTechBOOT FO04'5 AMERIFY 54T

2025 F9-11 8 e EHATOUSLA

2025 %118 17-208 | e BATOJSL(D)IVINL—)

KATVa—VIBMEBER R TOFETHY, SREBLLLTREENHVET,



3. IHEICDONT

3.1 BWEEH

RTTTTLNDIGEEIL IGERETUTD() ~(4) DETORGEERE-TILIRODONET,
IREEEETHE U TORVISEFII DV TIEEN RN LET,
(1) EFEHSE -SaMD FORFAFKETINVF r—hEF /2L, RNV Fr—niE
HIETT AT ITVHBOMEETHDIL
KNV Fr—Eid, FRIEUTAIZERS 15 ELINT, HoFuNEEEARE (B 38 £ 7
A 20 BiEESE 154 5)5 2 RIZEDLIHF/NERICFE Y TILELLET

(2) RENOFEZREM-ELZE/IZELTOS, XIFEWHATHSZE
(3) ZMEEESNEFEILLSII2a=T—YayeMBITA5ZL

(4) TR &-FTHIL

(5) R#EMES, HHVITNIEDLELDEENZRNZE

o RUFry—RFEIOWVTUR (D)~ (AIZIAT, TEE(6). (7) &adIe,
(6) BAERNIIREHETHIL

(7) KE/FMIZB TN &HTEIRNEZDRFFZFIZODWT EHEZLTWERWIE

3.2 FIRFREH

e 5%t

3.3 JOJSLBMES LUEMEXE

ARIUZSLMETH—YDEBRIICEE B W TEHESXET,

® U EMEXELLT, RTOTIATERTOBMENMICHNEERIIOWT, EiRE-
RiBE(WEFRED) Z23HRUE T EMEXRIE 1 BHRHY EIR 500,000 M (#iA)T
‘3—0

3.4 525V a1-)
o HEMUI:20254F 7 A 31 H(K)23:59 (HAKEHE)
o IRNHE:2025F 8 ATHEI(FE)

3.5 BEAELLIUREEN

(1) RER—VIYTUVN)—Y—RExcel) 8 >a—RLUTTF X0,
NENR—Y: https://mediso.mhlw.go.jp/topics page/20250714-02/

5



(2) FEED URL NSTIGETA—LIDR—=IIZT 72 AL, MEBEEHIEE AHD L, EZELUTTI,
Ja5 74— https://mri.lmsg.jp/form/13980/IWT2MZEs

(3) BETA—LIZEFRN WA=V T RVAIZEEBIA— VPR EINE T, AV EEZEL, AX
DB T IRV VI SIRHAZ AN K (Dropbox) i, IRHERD. @.OD 3 fz 12
DIANKIIEIAD B, 7T O—RLTTFI, 3 SDERELTREVUSER TERVET,
XIBEERDT7VRIL, [ -8 INEE KL ERZ 1L UTEIY,
X3 mHORHERHE 1 DOT7ANVKIZEFLDTRHUTKEIW BETI 74X LI, (-4
it NEERA 1L UTIEXND,
XG5 7 4 —2A, Dropbox (27 7 A TERWIGAIR 4. W& L] EFTITERKI X,
KIRHERHI R i GEEIRN - IRERN - IR T8V F) MWDo/ E121%, BEN RN (K& L
RBGZEMMIIVETDT, +TERDIZRBEE > TIRHIZI N,

BRI RS %

O Vh)—Y—b(Excel 771)V)
0 ARER—INGATO—RUT, BEFERELTEEALTTEI,
o Ty VAIFIEE- A REERSG TVMN —Y—MEUTRETIWV,

@ H#ESLEVTF—a EEH(PDF 7740)
o LITOEHREFLHLUT, IOR—ITEET, SEEIFHETERLTT I,
o Ty VRIXI ¥ G GEE KRG KESLEYT—YarvER I EUTIRELTTI I,

HEHED JUEBEOMRSIRI (BN EHEZED., RESTWDEFET)
F— (AT AVIN—DIRFEE)
® FEVYYFEHE (5 DIEE) (MP4 771)V)
o QEAWTCEETOLYFEEZHFELTRELTTI,
KUY FREH (FERIBNOKRT)IL 5 HRELLET,
77V B EE - A IGEE KRG HEYY FHIE L UTRELTTIIW,
BIE/ERICER TRV 7 NI 2 7 EIHMERTY, Titlk Zoom FRICK ZEREDHITT,
> FHRI—TAVTEFIBRL. IASEL Y, @ 2EEEE T 5.
> RBREOHIATBUEDV 1V RO zEg/MEL, BRERLEROROWLSEEA LICHE),
> Aza—&7XY [#MI->TLa—F 427 ) (AIt+R) CHE %A L. 55D Ty
F—TavETO R TRIIVI—F 1V 7 22135 (Alt+R),
>  Zoom I—T+ U &RT L. BEITEE Y7V (.mp4) = /ERK.

1. EAERIZERU TR U\ OGEE
2. FBELTWAER -Y—EA

3. a7FEH

4. BEFEMINTHEAMME

5. FIHEF DR

6.

7.




3.6 E&8

o RHEMEZLLIZEHELIVERITIEERIILOFELERL. SMELRELET.

BISUT, $HRLVEENEIET MO EhERTILBHIET,
o ILAWEEMEIDTOBEITY,

(1) Bffio@Ehit:

(2) EHRAREM:

(3) BuETREME

(4) RTUTILNDSINZEVER LN L DOFREN
KEBEDD, EEEHEYTIEREIINUTREENEHELET,
KEBEDBECHERSE, FEOFHFMICEATLISMWVELEIEZIIFITEEA,

3.7 EERRDBEH

o EE¥XF£:20254F 8 ATE(FE)
0 EBEDRERIL IGETA—LIAT AR WA= T RV ASEISBEHUET,



3.8 Zm#N

SHFIZEAEUT, 288 7075 AT I EE - B XINBEA VR VT PTFE
FA AV NTI =X T EDLETOTOTINIZIMTHIL,

ATOTSLDBMEIL, ATO TS LDBE - B %+ BBE L, REF TERBHIZT T
TISLIEVG L EIZ, REREY - BRIBHZIICOEL TS SLADEEEZ I
gTHIL,

AT S LNDEIML, ISBEUERVFy—REIETE (T HTITDGEIIHER
FrEES IOLFEAEE, LFEAEE (FEEED))IIR, 27U, BBRADOHFAND 55
HIXZDEYTIERW, 8. TS A2 B LUTCRI—DAFOSME#HE TS,

AT SILBIME T ATOTSAISMTEELLUT, REL (T HTITHRBEDEGEITK
FMEZELE) ROBGRIMEZEDBRE EHENRHTIILEAKETLHIL,

Ao LB, EEENERTIRET VI —NEIHB AT,

AIOTSLE TR RATOTSAIEELUCEEASBENERTISERABEF IR NTS
Z&,

ATTTSANDSINIR U THI- /-, EFEPEEKE, oS InE I EHEHRE AL
RS IR, 72720, AFDERIZZDIRY TIERW, TOT S LADSINIY 2o Tl #
ERRBEREEED-ENSEERRIRE T,

AUV NI LRZE TS ATHEHIE LB, AT TS LNDSNE L 52
LK) EBERTORETOEAE T EE S IO EEMEZEDBEBRENS., BIMEORK
MO FERIERE _EDOBEEEDIHENMTHONTWOENDE S BIEREE [THRNIE,

Ty LRBEEED, KTO TS ANDSNMMMRET THLIERVHSHE RSG5 E.
XIEAT OIS LAOMIBERSIZHNEE X /- TR REENH 2 L EBFIEIM LI5S, BF5
BOREIZEDNTART OIS LANDENMEFIEXREEIENHIILEEFETIIL,



BREHR

R HEE 2B L COIGEHEL, AL BETHEZ I TEER A,

KInEBRIIRINZRALSN TOREIL BOOSNERE A,

ITVN) =Y = DBRERIHIZER REDMENH 25 61F. FEDONZLRVERA,

RHINAZEHIEBONBVDERINZGE . DEIEIL 2D EFTOTIFERESZI,
—IGEEILLDEBDIGHEIIADET A,

ISEERL, BIUOART OIS LANDBINIH > CSEEDBIRE IR T2 EHROER

2T/ yav 74T UV yIVIRBRIZIBEL TR IW, SIIENEERELOATOTZ LD

N — AR T ABRY. A0S AR BUT—RABRINSEHRIT. SNE

DEFEDTTHERUTTIW, B, HIHEDEIR NIIZ TR LTTI I,

EERI - EEHERFICET A OBHWELIE, —IBEATEXETA,

RIUTTLE BEEDERIBHICLPEFEMCFEERMAOTREME LB I L EH

B LTOWET, KO T SLADSINIIY  BEELDENCREE A SHDOFIZENEL
B EERIU-DREELZDTHEDTIEHY FE A,

RIOTSAIIEREDOERT T I LINEENE T BRI OIELA,

ATOTS LDOERIZBRUTRHREL LD EMERE (IR (OSNAR—N) EFEMRIE )i
ISEEIZB VTR EVCFEWNA%XET, R0 S LD, EEEHEE. &U‘/\—‘l\
F—HEEARARE L. IEMEEOER RO FEIZEL T R— RV UERA,

ATOTS LDOFHEAT Y 2a— IV PHEREIIEBILRDGENHVET,
KIOTSLDEBIIFEEHUETHS, F—IhSIZBYERHY, IREENINSEE
Mg 2ZLEILLY, IBHEEIMONDEEREBENECLHAETE. ATUT I LD EHE,
HEEBER. BEUON— M —HERBRREI—TDERZAEVERE A,
ATOTSAMIETEZ—HOEBAIL, IGEEHIIBVTEBELTWAEET, (BMBXEIC
DWW, 3.3 EBME OIS LS NMBSLIOEMESE. 2 TR TIV,)



4. FLEHESRE

E4HEAET

[EERANVFv— M2 R—NEE |FHKF
MRt =B AT

MedTech BOOT #H34

T100-8141 HEHFREXKHEI_TH10% 3 5
E-mail:info-medtech boot@ml.mri.co.jp

10



