2025%12A2H MF#EER EM_DA

BODICEZSHHHFAZ, LBIC

ERAEEMOEKZEER
Mo RI-MFOREIZDUNT

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



AHOAR

1. RREFEZXFEEMP)Z5IALEFEEROERIEER

2. MFExHRERODEESEH

FOEEFER

Tl

3. MFEREIHES
4. MFEFERRICHBITSRER LOPERESE

ROMICEEZHRE, LHIC ,
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



1. MFZ5|HLI-EE R/ D X

PMDA -

ROMICEEZHRE, LHIC ,
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



MFZSIRALI-EXmDAREE

KE., EUELIZIR-77 V& EA —ERES S

HMEPTEALTVARES, KZHFELISIOI-1-mo, RE., BEFE

RO A FIRHZRODHVATL(E

EDizH)

T ————
HTBLEL D=0, RET-IDBETRERX
BHF—h—/RE-D—ZR D57 10D [E] 5 )
WH—h- REBEHE) E‘;"""‘JEF}
A R EECRAT RN
mE(—#) | >
MFE2ixE S

BPNICEEIHAE, EBHIC

mE-BEA KT -5

JERRAR IR ({EL.
DREELEDODRE
HEICE T SR TR
[SRODHI-BE
[XFR<)

REET -
ELTEE

=

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



MFESZREREDMNER T

>MFIZEFINABR (BHERAZRUHRHTEH)
- EXMOEERFTRERFEIC—FHKDLLED
- EEROEERFTAZHFBICELTOEFEHIC—HEHEED

> HEMFEHALEEEESROAREERICEREENETESISG . E
o (HAD) IZFRABEEIX, RA CTDIZEYIThhTEY (FEFH2943
A1BUE) MFOFBEMFEHELT.CTDOEIR (EP2—ILI)EH
DIEM, F28(EDV21—IL2) (HRABHBE) IO TIE, €EVa—)L
SORNBLEFLOH-BULEHNORENAVELGRD ., HZREHNEER
LTHLZE,

BPNICEZZHRE, EHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



MFEEICHITHRE

>MFOFIA// AFATOESHDIERZ
MFHIEITEEERFETHY . MFERIBET IS EHALLENES
BNEIYSSIH,. BEOHTEEICHINIBHRORBICENELL
WESITTEHRELNHS,

>BERLGEEN, —BEERZHBENVDELGEENMNIER17E2A10
AEASRBER £0210001 5 FMNEICE S THIME

ZHRBFEORICIE, EREMICESOVTHEAEZEOEEHEEMN
REDOREICEARIZEZTFAL., TLIZESVWTEMEEEH
DHRBREEFERHFORRERICH T TERTILELNHD,

EXMOREZHERL. MFEEZAL—XITEDHD-H
IZE. MFE&E (ERTEAN) ERERFEXREDHETHS
TEENDE

BPNICEZZHRE, EHIC . .
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



MFZSIRLI-EEmDEKREEEDHE

MF & &%

MF
{ e } < MFIZDWTHEHRBERERS

>

PMDA

- ~
EXA0 oL RBEARL RS
B ERSTT ARG E ﬁﬁ

(MF& 8% 1To1- - _

f%wmﬁtﬂﬁ& EER (W) 1B SRR E AR

ERGRDEERFTAR PR

* MFE2 R :
ERENBNOREXRETHLIHES. RESHIIEEEENEEAE

TLTITHN S,

BPNICEEIHAE, EBHIC

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



EEMODARBRHFICRELBMATAESEH

MF & &%

>
MF& &
< MFIZCDWTHRREIFERES
PMDA
~ N <
EXRO MFICDWTCERERFEHEBSERDER
B ERERZERESE
(MF& % 1T 7= EEL(EFD)ICREATIRESZERS
E L s [ € >
\_ Y, . o b =
EXEGOSGERFTAERE
EHGEITRAIFEIOZEIEEFIS CTHRET 2ER ERERogsE (H26.11.21 FEEH11215F2%)
14 BENXIIEROBRBRUAEICHITIAEARKTE | 1 EBEXEIERRORE 2 AEICHEITRERIRR
ICET3&8 3 BHRUVHOESERE OLEBERTE
0 SWEAEHECICHRBEVEREAEFZICEHTIER | 1 BERERUVYEN(LFHOMES 2 BUEARE
3 BERURERAE
BM/\ ZEMEICEAT 2ER 1 RHERTEFESER 2 wrBEsiER 3 hmEEER \M\

ROMICEEZHRE, LHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



2. MFEEXBRGFEROBESIR

PMDA -

ROMICEEZHRE, LHIC ,
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



MFE BB OFHR=DPEEIH

> BB LOBERIZCOVWTIE. IDLXLTINTARVBEEOIKE
[TDOWTI(FH4E2R 16 B EEREERO0216E1 5. FEBEBERE1S)
#SEICERT B L,

> BRABTOHTERICFESNGVILETSICHEREDO L, BERFEFHEL
/—~h&

> BERPEFOFHRS L. FHLGRAHIESICEERABZFAL. T
[SRRYDEL, FRBEENRL—XIITHhNEESBEET 5L,

> ZEREHEEOERE (BFICFAXES) ICIFRYNBGNEE o HERTHL,
(BRo-E#RElE. BEEREXFOEROBREEDREALLES, )

ROMICEEZHRE, LHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



B O7AIVIEHR

FDREEDLEMAI77AIILER]YIZE. [BIEI77MIILRIERVHEAE
HI7MILRIDHY . LTOESIZCRBLTHEFMNTHIE,

[RI#ED71ILA])
v BHEEOERBEHICOVLVTEPDFELTHEMNT B L,
il EEX. SFOREEL,
v HBMFESIATHHEAI—E (RERICES T HESITHFFE)
v FANBER(EEERHE. EREERHOBEEDH)
v BEEEMETERHDBEEDH)

[HFEHI7IILEA]
v BEEHIZOWTHPDFIELTHEfNT B E,
fl: TRETIEFIE). —ERUBEMEBEORTERIL], BEREILE,

ROMICEEZHRE, LHIC ,
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



8LEHED

> HEFEDEBDEAFICOVTE.. TEXRHOMERFTRZBRFEICHT
SELEFHEDREHICETIHERECER (Q&A)IZDOVTI(FER205F5A20
BNEEEERSHER LEBITTHL,

> BREERUHER/—HBEERRBAFTANOXIEICETIEAS

o THRMDBHMFZEIZ, FEFAEVICHIEI HL, F=1ZL., HIBTIZHE-
SRk MEERERRATLILNTED,

o UEEFZRICEIKEEREFDR ERFTRAPHFEICHERICAHTS
s DOULWTICER17E28 108 EBEEEHRE02100015)

o EODfh, HEEEBMBRURHER(QRA)

ER18E11A16 A B EEEBREHER
ER18E12A 148 EEEEREHER
L1945 1A12BMEREEHRFE01120015
ER225%F 6A28AEEEEREEHER
ER225%F 7A26AEEEEREEGER
-ER26%F 5A30AMEREERO0S530FESE
ERE26%F 7RA10BMERBEERO07105F95
-5 64 gﬁsoaﬁlzﬁﬁgogso%%q

BPNICEEIHAE, EBHIC

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



SLEHEQ

> ERERREOREHEICONT

FERE1762A 10 EREEHF 02100018 FFE1IZHLY, B HEMEH
HREHL. REIELTRIGIRZER IR LER TS L,

Rt T : X BEHESOMAR VI EASTET, EXBOBHRIEFIEFLRL.

ERELHE LFRRRUN(ATH/00—
VHAFFALITDNTICER2647 A 10E 4%
RUITREORFZLEE (L2EZRVNIATI/00—I
E.':; | l:Eﬂd‘éE%@E%{% (Q&A) IZDUL\TI(FERL30EF

— o

n

&
my
ﬁt_
H
*
5
¥
on

0S
NG

On
~
—
©
Jjn
{ -

:I‘C]’]EIHWE'}EE
bl Bk
H

=\

B HF
& O Hr il
i

i S

SiFa

et

V3

b

(1

o

N

BIBMORRIEDH T, BEHZOBYEAHMENSDI TR LIE
B —Co

- HEMEDREDR UM

— EEERR(IC*Y S

HEME. AMH. EZEPRERUERPEKROEREEZFEIRET 5.

. BETRIGLBOREOEBREELRAIRET S,

BPNICEEIHAE, EBHIC

25l
=

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



BLEHES

> BT —3ZNELE-LT. EETEER/ET AL,

BEETRE:FEH17F2A10BEREEHRFE02100018 FliF1DHE
[ZHIRSNTLNS

BE. BEEOBECEEIRORERMELTRENHES(I,
HFEED T —HFICEIERERNICHIATESLSICLTHELIE,

>EM21E3A4BMHEBEERTHRE03040185 FIF1TEOHLONI-HEHED
[REITOVLTIE, HEHEZDEHZHERIELTEELIZ ALY,
-EREE Ak
HETEROBMBAERTESSLS. HEMFR. RETEROGHEHEY
HWEAEDRNBEGRENBEILAE (PDFI7AIL) ELTHEMTHIEE
REEI 5.

s, EEOWILE OB (RO MBERIORAELT. 11
WIS LT " e

BPNICEZZHRE, EHIC _
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



PMDA

BPNICEEIHAE, EBHIC

SLEHED

> TOHDOBER

...(_’é‘ﬂﬁ)...

(8E 7]

[;&EZ]:001
[BEFRFDLFR]:AAA
(BEHE]:
FREEZZZFRE(OOOMFOOO0O0)M
SHER T E DL,
R BET iEDEE]:002
[REEZHRES]
[EEEZZHZFES)]. OOOMFOOOOO
[ZEEAB): XXXXXXX(ERXEXAXH)

s (HRR) .-

BEER

EMFRAICMFZE5|I AT 55 &IC
X, [REAEIDOXRXZICEEEH
I 5T TIEEL, MER[IRES
BHEBEINDIELIITSH L,

BAIMFICEZHZ SN TWSIRHM
HEZRHAVSEE. MFAIC
MFZ5IH9 5CE,




MERUHRGEO

>REOREAET, HETERUVBEOISRA (FI1ISRERERERAF)EMKRLT,
HEFERMRXIIABELUBRBRAEICRETIDENGTVHNRETTHIL, /RES
BELYRT 5 A1, ERAEFOH FRBRICEIZHAT I L,
S EFREFICEAERULHTENN)T—LavERE R AL B CIEEELLTD
BREDEBERUVREBEDEZUEICOWNTHRATSE, I=F2L., oHEN)T—L3
VITOWTIE, BRERFOEREBESBREZTDFEII AT HIEEICIE. ROIZE
CTIRHETEALSICEBLTHELIETELZZELY,

> REOFA Y (TREBXAHEY. E€R. BIREYEF) ITOVWTIX, BEShSTH
Y. E@YEEZLTHEL-LT. REICKLHEDE - PRIAEOEEBRIEE RURK
[RFERIBICHRET DL,
>ERFICEESNLSTHANOEE—E. BAERUDTEN)T—a ERE
BREL. REBABOHEDE -PHATOEBREREDERRURIBEDZ LI
DWTERAT S &,
X EEINLIFHMYOERENT+RLEIHE. BEEOEBEITOGEMNL i ENRDH L0, BET

BPNICEZZHRE, EHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



>

=Faws

MERUHRGEQ

AIBERET DEE

v BRAERFREEREBR(TM7E7A28HTERBE
;%%65%)&%%«; R RURERAEEEXEH
AL

v BREXRINBEORE -BRZAWSIGEEE, AFE -HiED
BZIAT,. TORE RARAEFITONTRETSHL,

vV REBCEREBRNOAEBELLGNES, T7HEZETEHE,

BPNICEEIHAE, EBHIC

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



MERUEHRGES

>MFORIBERURBRAENEERFTARZEEICSIF
hTOWEWNMEEDEEIZDOILNT

v EEGOBERFTRAZEICSVTSIARESINGVOMFORERUEERS &
X BT LIBEORREFILGSLEVOD, BICFHY (XIS, THRFHY. &
RREFHY (ZrOVT7IVRMMEST) . REFE ICEALTE, &M
HBZRATSERAN L, HERFTEAZEICHSITIREORETORE - EH
DRREFLHFR . REOZLUMFICOVVTMFEREEICHLTEDELRE
BETOBENHL-O. BETHIL,

:EIIII-III

S

v Ef MFORERVRBRAEOETISONT, AN LT TS EHREI
TRIETZRENRH S, WERBEDEICLBMFORERUREB A %3]
BRELTL A B (BRE) AN EOHEUT, —RICEREERE
LG ES. TOEEORAB LIRS ORNERER  BHEEE HELH
T E BT LHEER T B,

ROMICEEZHRE, LHIC ,
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



HMERUEHRGED

>R YDEE

VITERAFHMOER(CEALTIX, ICH-Q3DAAMRSAUEHEX
=R R ROGNST-8 ., BEBHNEESEDIATEYIHR

9B,

- TERAEERICRDITEZAFAMOIIFNIZDONTI(FHI24F1
2H28HTFEAEREEHR12285%75)

s ITHRAHYOEIRNZETHERICEER(QRA) ITDOWLTI(FH
646 A 258 (TEHER)

BPNICEEIHAE, EBHIC

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



HMERUHRGEG®

PIRBERURRAERIICRET SRBRAEICHRE
L5467HE (AR ICONT

v TERAEFEHOBECLHEYRBEOMAIERAERIRUVUMRER
URBRAZERICHEET HHREBRAZEICRALSRABRAEZLZERET
AIFEDERWNZDODNWT(F5FE6A21 BT EAEER06215E

45, EXEEHFE06215558)

v TERESOREICY-YEESE O BIRRIEHE R UTRER SHE
HEWMICHRETSRBRAEICRBLISARBR S EEERTIHES
DEHRWNMZDWTIICET S E BEEE (QRA) [SOWVWT(HHI646
B24HHEFEER)

XIBFEDOBRBHRELT,. RAZEZ#HEIT HEEICIE, EREZGZHESD
BLLRATEICEBET AL,

BPNICEZZHRE, EHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



AHEI X)) T X EAfE

> TEMABRER (RURFRRER. nEHBRERSF)Z2ZREL. A
X [T TANABZERET 5,

> MFEERIICIEX. BDHHBXIEYTAMMBOEYEICOLWTEESINS
_ERHB=H,. ROIZIHLC. MFOE RN E2RFEAFREOTERER
ML EMRBRBRICEDETEYICEHRBATESLSICLTHELZE,

> MFEEREFICHRFSN TSI REHEICETAERN. REOREMZIHAF
THBT—3ELTF L THAT—R(BEBEOMFORFHNARERLSH
EAEPRERUVRBRAEICESIHBRER. REOREFERAMFOE
BABRERLGDIF)IARINTINST-0., BRFIC+HEETH L,

> BEEREAF
VEEROHE(MWA)RERFBICRLTHEAITRESREEHARBEEOIKZIZDLNT
(ERE3F2H8 158 EEE435)
v g)tﬁé‘;tﬁﬁ«r FSAVDREIZODVWT(ER15F6 ASHTEEEHKE0603001
=

vV BREMT—2OEMIZEETA3HARSAUIZDONWT(ER 15456 A3AEEEREO06

03004%) \I\H\ﬂ\mﬁ\

BPNICEEIHAE, EBHIC

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



REFOEER

> BLEFTOIRBICEEVDL LD, HEF/BHAIC+2H#RTHE

> REOHEEMRICTONT, TRRDFZ—ESEZHEAITIESEL. TOR
U+ SR L BYGFERERE TS,

<BE>

© Al (RBE)ZMELTLVEL., REDOHREEDOHREFDIZE (=1L, EADIHEEIXERS)
HA (RBE) RS EXH—
Bl (FB%E) &S :99AZ666666
HA(RE)EAR:FR17F4A1H

O B ITXRAMREECOCE/TIEATIES (RUENBOOLNIESICES,)
MRl BEBR:99AZ2777777./AG99977777
HFel(BE)ERABR :FERR17F4A81H

opyright © ,

BPNICEEIHAE, EBHIC



3. MFEREREEROEESR

PMDA -

ROMICEEZHRE, LHIC ,
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



>t

Wik O M 6t

BPNICEEIHAE, EBHIC

MFEZEIHEDZEEFH=

DEEZFIZKY,. REZDXELEDLS
A D18 :> RN B IR

eEkose @.Qunonae)  |0O) [ Enenem

QEEANBMNEWELDODIHE
LUTOEBELUNDED

RREQOFE. Bl EERUEL M CRELES
A OMEHEEOEE ':> BMEERH

FRE - ARG EDEEOHIRR, XITHREDOHE
-AREAFOFREFLERIIFEELTEZFOEE

-Z0M, RE., AU, TLEICREET 56T
noHLHLD

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



BHREFROKTE

® MFICHI[TAEREE(ERERERNIEMERRFHEER)D
BREICBLTIE., [REEFZICEKEEREZEDOR GEIRT AR
HEEENEEEICETAEHICOVVTI(FER17E28 108
EEEERF02100018)FLXSEIC. UZREHFEEHDOERE
[CEDREFKEADEEEZTSITHRIELI-S5ATEYICHKRET S
&,

v REDREICEEEEZASETNDLENEIR
— BEMEERHERIELTRET HEMFTRE,

vV REOGEICHELXYEZHDER
- [EELREFHIELTEETIDELH S,

X BHREHOREODRYEIIBETHET IO, UZBLHEICOWTIE.,
MFZ D CTDIZCEWLWTIRMT—2AFICE DS EY)(ZERBAT 5L

BPNICEEIHAE, EBHIC

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



BRFROER

(SMFBHER. MF2EI AT 3EEROERRNBERUAES |
EE LT . REMEEF L) ICERFEFEEOETHA(CDOLY
| CEHISEAT RECLESA TS,

* ZOMFEFIAL TREICKBERAL T 55 B OHMRX 3—
HEERROHETORENHIBE L, B, YZLE
DEERBEEIELNT .

O EBREHNENMERFHEITOIEES. BHIlC. BRI HKER
MEEZIBMNTS,

CERFENLTEL. MFEREENYTHL, TOEEEF A
THIEERDRBRNEBEEILEBEEA50T,. AEOM
DEHEAEICENLENE, FS5T VAR DA RN DS,

J

ROMICEEZHRE, LHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



MFEEZEZBRFEONRELTREESN-FEROER

PMFEEZZRBAFORNRELTERSN-FREZEEITHES.
EFXMICEIMFEZSROEESRHFEZTOLELNHD,

O SR EHALTEIHIFRICIE. MFOEEAETH ., HEMFESIHETS
EEXEROEXKZABIRTHETELHAHAICHLINESH % BRI
EXROEKZBMGE LHEL. HEBLTEWENH S,

¢ EHBHRAFZTITOMFZSIATIERRORZERFEE. EOEE
NERROEKZABRNIRTHERTEIRAICHLINES Mz HIBTL
gg'& ERXRMROREEH—MBEERKRHBEFOFMSETITOLEMN

X BEREHOERIZRLIRGEH
SERIE
WY\ T—2a &8 BE

BPNICEZZHRE, EHIC )
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



BENEERHOMRELTEZE N-FHOER

G ENEEREEEONSEL TEBRIN-EEATET 384,
EAMICIE. TEORENRBMTHILERED L. MFEE
| EEOBMEEEHETICEATEE )

oLMLENL, BREFTRHEIBLLTERSNTVWSEIETHSLN.
H-ERENEoNIFICEY. FTOEEDGRE~ADEELNFEMTIE
HWCEHich -1 E ., HZEFTZ2HhIET5, BEETT 5. EEEHKHA
Eﬁ@%fﬁ%&ﬁi HAEINIFHOMFELTEEZELETLREDHIEH
WHEIZES,

X BERBHOEEICRIFAEH
BEEN)T—ay  EEEBEREL-EOEEF &

BPNICEZZHRE, EHIC . .
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



BMERRHOZIED

PEMEREREICKYGEESN-MFEEAZTOERIZDON
TIE. RAELTEERRATIEZTORZEEIZONTORE
EXITHONEL,

o EHX. MFEHE (XERMDARBHFE)DECEE.

® EMEERHDZIHEDHIEIL, EBHEDGMPIREDRR
EERICRI—BEERRBFNHSWERIZEESNS,

ROMICEEZHRE, LHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



BMERRHOZIEQ

>AE, BMEETIE IR ETLHLVRETREOETEEIC
DNWTEBHMEERHEZT > ICENGMPRELEDE
(ZH o= E

o LUEZBEMEEEMIIHED,
o FHLERICEIHLNLAREMEMBHS,
@ ZTHLEIETHESN-ERMIZTOWLTIE, HZREEDIRY

[ZIC T, HEFLE, B, ZOMOTERENELNAHEIS
5%,

4 ™
GMPHRAIZHELY, @Ehs, EY T EEETEETIC
E%n:‘ﬁ':wﬁtﬁﬂﬂﬁ%%&d)ﬁ?-l-ﬁldﬂiiﬂ'éht

ROMICEEZHRE, LHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



BEBFOER

[>§aiﬁﬁ;—ﬁﬁo)zﬁm A EEEROHB LD, ]

LHLENG,

OLR1752A10HEBEERFE0210001E HliF1ICED
. BE-RRREOAICBRIBERELEMERTBHICTER
(RI%EM)TRBEIZE. SN7E5 7B HEBERESEIC,
EEXEROBEFRELTEHUIGEREENGSINCLZ TR
BL-ETREITHACE,

ROMICEEZHRE, LHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



4. MFEEFRBIZHITS
Al LORESIRSE

ROMICEEZHRE, LHIC ,
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



BEELOBEFEED

254 10A 298 ZEEETEEEHER
[REEZEFREICETIERCER(Q&A)IZDONT(ZFNA) |
= B RURBRAEDEBECEH A TREE L oT=,

- BRABOEZE

HEERAICEISMBHOREHEEARL. [BEXRERFOOOIZLS. |
HAWITBERERBFOOOIZLBEMUTDESY. |LRETMTSHET
ELXAEL,

ACE
] AR TRl B1EENTING
[ R UBRRYE] Iia%ianﬁﬂﬁig&%i#éue
(884 . BARERZ IZIX.TEBXRERHFOOOIZLSIF
(3546 R U BB %) b BT OESY I ERHL. BN
BAEBHOOOIZLBIEN. UTFDLEEY HWERLRBMIT =&,
[HERZ ] . AAA 7/
(3546 R URER T %)

A xmgZz (UT, RRBEOREEUVHABRAZZLE)

BPNICEEIHAE, EBHIC

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



EELOBEFEIEQ

- TOMATEERIEDIEES
LTOERAEZFEZDOTIE, HERIEERIFRICEEE AR ATEE,

v BEHEEE SRS (T2 EBEESMA LR ESIE)

v FZHaF|iEEt2018
(R3O FEREFBMEER - £ ERHERRBAMELEFK03295F95)

v BAEARERANEFEHRIK2022
(FHAEREFBEEE-£EEHEREESEEEHERRBMELEESR 0308 £15)

v BERERANEFLIRE2002
(FR14EEEFBEEERKBNMEEHRF09200015)

v EESBNERHBFK2021
(FH3EEREAEFBHEER-£EERHERRBMELERE0I25F 1)

v EERBEMYIRE2018
(FHTEREFBEAER-£EEFERRRMNELER1210%35)

vV B, FENMMEORBESE
(BMB4FEFELEEEREIT05, I=12L. FNMIZRHBFEEEICES,)

BPNICEEIHAE, EBHIC



EELOBEFEIEQ

- EP/USPHENDES

NEREARHFERBICMFERINTWSRELZFEHTIEST
HHOT. WERFTAIRFECEVLVTREODRBRURRAEZET
EHETREEIZHOTIX. YEMFORBRURER A EMNUSPIL
HBRAXIZEPINEFDBESIZE>T.MFORS RUSEXZAEE
DHRIFIEEWMEL-LT. BBRUBRBRAEEZTUSP(XIZEP)
OO00IZ&B. 1EFTHETELZALLY,

S 491 - BEF/N—2arTIIEG<EED

3 ‘ N—232 DUSPRIZEPE#

(4 R U B A 5] AT 3BAIIE. T/ —3
[HER4] . USP(XIZEP) ~ERWT O,

(4 R OB 3] AV

USP(XIZXEP) OO0/ \—Uav Alzkb

ROMICEEZHRE, LHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



EELTOBEFEIED

(a1

~

B BRERURBS EE S XERTERLTLS

mBICOWT, FR255108298 (T BEEE

TEELTHEL
\§

EL

BHEBICEOHBREBRANDEREZRETIES . B
WMEERHCEREHRBFORSIOHHLESIC, it

J

Al.
ZLXAEL,

ROMICEEZHRE, LHIC ,
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



EELOBEFEIEG

(a2 A

MFDOIRERUREAEIZ. TUSP(RIZEP) OOOIZ&k5. |LEEH:
LESRBIZBULNT, USPXRIZEPDO/NN—Ua v ERFETHEES . T
[USP(XIZEP)OOQQ/NN—PavAAIZLD. JEEELEERBICE
LWVT,USPXRIIEPD/IN—U3VEERTHIHERICIE. MF [EBME
\EBEHTELD, Y,

A2.
USPXRIIEPD/N\—DavDREE/"ERBICKYRBRUVERERAZDON
BNEBRINDGEZHRONT. BREERBHTELIX ALY,

=1L, 513 6B EZENERZEEL TSI AT 5/ \—avnER
ZITOBEIEREZHFHENDETHS, GH. USPRIIEPOEFD
N—=2aVFREICBIATAES . A—2avBEITELLEV=6H . MF
[CEEREL7ZELNC L,

BPNICEEIHAE, EBHIC

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



BELOBEFEIEG
(as )

EELOMEHRFTRIEZICMFOBRBRUVRERA
EESIALGEVLVES . MFOZEEZREOARMNRER
ENEE (RUMBERBEEICRAITEEEZROZEDHT .
HERUVBRBRAEDHDEBRTHSHIBEE. COMF%E
FALTWSEEMOEERFTRZBEICEIVNTIIMF
DEZFEABLUNCEENLGERTEZHEDLELNCENDS,
LA ERFAIEOMFEZRERABRODTE (XEM

\'EEE HTELD, /

A3.
ZLXZAEL,

BEPNICESIERE, LHIC ,
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



EELOBEFIED
(aa. )

HREREDSSH, EAESREBTIHEL. ChoD AR
JICEZRBDOHBEZE. AICHETHAERICKVEE
BL.EREAML. ERBLE-IDICOE. AHEDORAER
T2 1ESNTUVS TN RIRARIRILIZDONT,, AN
IDRIVIZCEZROLGWNE-OBERAERZRE LG
& . BB ERUVURRAZBEEDLSIZRREHE T IE LU

\C Y,

A4,
TBEARERFOOOIZLS. IDAREHTHETELY,

BEPNICESIERE, LHIC ,
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



MFEERTICHE>FHRSHOBEESRHR

MFEER TICHESFHRERFICIE.
2THDRERUVEEIZDONT, TFAMIEEFEIAE
(CDXIIDVD)ZIRHTAEICIEZ. L TORICEBET DL,

<BEFHEEORHICEELTOEER>
s TXALRREMNUTREGIRRETPDF{EET 5L,
- FDREE, RIFEH. BERIEROEBFEEZ, BIRAELTEHLE,
« J7AMIIVAILEYIZfFFEHIE,
(BRI EH77ML4., BEDEAIELELIL)
« IRHANCRFDOEZRI7ANIIVERANEISMNIVAFIVIZETICE,

ROMICEEZHRE, LHIC ,
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



TDHRDBESZED

>ERNETEANXIESRTEEL,
[EREEAIDRZILT, EUICEREHIT HL

>HEICFAXB B DR IIFAXGEREENDREELLEDSEH.
ERBEEDERET T H L,

AR R BSHEBTIE, ABRBROEMIIITHA-
. HEERELTRALGEERERAIEHITS5EDT
WEHEET S,

ROMICEEZHRE, LHIC ,
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



TDHDBESRERQ

>HEFEZEHEEHDOHATEAIZDONT
VIhEEEBREIRICRIZEEFHEOEADHATIZCOVNTI(HTGE
OH27HTEFREFEEHR09275F45)

VIhEEERRIEICRIZEEFHEOEADRITICEAT IERCESE
(QRA) IZDWZTI(HT6E9 A 27 B EFHEM)

hEEEEEHRDEEFHEDHATIA—D

53 "
2 BN — LRSS —E BB
: NI EEEEFAIEHE
L (REEEE —
- _ - = B3|
L FHIHESA TGN FEISD FRICES D | poncszwm || xe 3%
= WCIE, EERFHAKTTEE =TT
f EEFEAOHLIEE R
FEHRE T EHMZEEET S,

BENMSA0EERAUNICREABEZRE(RMAOTER: 10EXBUN+BE 0EEBHLUN],
=L, ERARICHBRFENRELLIGEEIL. CORYTIIAL,

BPNICEEIHAE, EBHIC

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



MFIZES:E 3 21 FED

nEEF' EXIEMFEEREOREFEFDERICE L —HBEERERBEAREEANDEKYME, MFEERER
DRELEEICH->TO—RBERRZRFENFRPHFEFICEITHEHLMEE [RA, T—2OFHEIXITHEL,

5 2 &
&

TR R B B L BT B0 SEEA S AL BRI B

ZEILHIHERFTERRBFOKREES, A RUVFERXEAER. rBAERUVEDRREME, B RURBRSE
W AERBE) ICBRYTEHB0,

Aé: “B%Eﬁ(a@$'ﬁ’&ﬁ5nn§’éﬁ%l~$“ﬂ EERICEHITSFHMAHOZIAELCCNITOEEEER®
AEEAORHICEATIEHO+IEFITONT, HHERERUBMEZTIHD,

MF D5 AERS ICEL THREL-WMES (X, MFEGE R IXFREFENEEAZHEBELL TR, ALATD
EhH5.

ﬁ(%EE&%J&%%(D*E:&%d)ﬂﬂuhkiﬁ‘é'éﬂw*d)’ﬂé FRERORERICHEITSFORETHOT, KBS
REHERBLOEHMMLZRE, EETHOBEVERBEFOEENLGTSATEY, HAEDORE. ARNERURE
ISR %’&'a‘-zéd’o%hb‘&b\&ﬂﬁﬁﬁm%ﬁ%ﬁ#ﬂwﬁ'é%o)o

MFIZHBREEASE C =15 & O BLHI 0D %t i

> HAOERRBEDORRICBENELLIMEEE, HADBLAAIETE

> HEOERRBEDRRKICBENELSHEE, HFEDBELAALNDE

PMDA

BPNICEEIHAE, EBHIC

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserve d



MFICESE 3 5 HED-1

% RBEZELMFREERE (CMF)
OXEDHW

- RESERFOMFEEANTREMRTIMRIERT . MFER-EE ORI OE
EEz#ET S,

O TR ¥ R

« HBEARRIZEWVWT, HBOXNRELOIMFZS I ASLIEIEIAZFELTLSET
OHFYDONT, FEFUERFCFEEFENETEAZHRIZ, LTOLT IS
DLWTRETHLD,

® MFOFHREBEZICHKILL, MFICETHRFDMRBEECEHO+SHEFIZONT, HE

BRUBEETI40.

@ BIBRFAOMFOBRTEEICELT, BHOT— BN BALLESERITDNT
HEEISL0,

o xR 5t

c FEORYMEZHATEST IV HHEETL. EEEROBELSHH LD,

« HEFENR—GHRARERZEMTHREEEEH. GMPREEZEY HEM,
PMDA .

BPNICEEIHAE, EBHIC

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



MFIZES:E T 5 HEQD-2

o DN
Al _ HEis . - ax
“E23A & 1B =IH & R4 s
E DY 24t 1R fE ReE

13BN 5-40%hFE H 158178 5-35%8115H4 154175 H

o FHE =

OMFD IR B 8%

- ERIOMSEE, HEMEOBEYME

QB BFEAMFOBRMLETE

. %gﬁﬁi:ﬂﬁx’r—)bwﬁﬁﬁ IXE* "DSNoBLrOEE, IREECRMAHEROEMG
© FHYOEREEE MT)RITERAVMIBE IS ERBRRORE
- MRREECEL : REEER I RhE)ShTOSREDELES AOEMETES

¢ UTAMARDEE*
X EFEIIMIBEDZERRIEFRHYSAREIN-FOE/IoREMHROEBRIER LS ORBIC OV THFER ITHER,

BLRABE . TALUSMIPMIAEERICTHR G, M

ROMICEEZHRE, LHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved




Bzt (RELRSFH)ORELICONT

- RELOBE

>HEMEOEIBRE. EBEDERLZEOHEAHL D, RAELT. WE-BESE
[CEHABER—IATORBZIEZICRZ . BIEAIEY., A—ILIZESERE
EDX{TEITIZEET D,

>HBENMNSDEELRHSIGEEE. HEATONE - BEFICKHEHICDL
T4, 5IEHmEAIEETH S,

>PERIDAEICEKDIZEESS. HERERRIC. BBLIUA-IVICKSERER
%3419 3%,

>HEEBALVERESDRNE2T5E0. HHREROES IOBEIZFERD
FHmEIFELT S,

>ABRL. HREBOZVW IR VIEEGSEERINERTHE S
HHEICEBY., SH7FESHA4B FH 249 (HHHKEHB : SF7E8H19H
Q). 218 (R) &KY. RITeYyGEEE A ELTRATRLT-,

> FEEPMDAD 7Y A FDPDFLEBT B &,

https://www.pmda.go.jp/files/ 000276429.W
PMDA .

BEPNICESIERE, LHIC

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



VIR)YIEERFEZEIZESITS
A4 NMEIH=>TDIERERTF
OMFDEFZHFEFICOLWTIE, FF4FTALISF U TAUTHDRZAFH

Fiaeh. BREERBEICIOVTH. AVUSAUBEEDZTHFIE
SNTWLWS, LI LGRS MFIZDWTIE. =924 AT LZESL

-RESEE-AE

EDOYRYMNTELGL,

OEHZFANIENETEADOXBREDEFZRT, RESEHOEFH
Ui%ﬁ"é%%‘?’éi%‘“ld: BEHJFFTHLANDIE,

oEFHLUFEIE

ESDEFHADEFMNITBFA—IL, T74

IVERE Y —E Z%’éﬂﬁﬁ L-RHZKETDH/ELNH S,

O HEBEEFDA VAV RHEICERAMBWVFIZOWNTI(HHISEIA
228 UEREEREH. SMS5E6 A0 —8RE)ZHFEA-RY
YVIEEREEEDREFDOERIZCOINT (# 48HP .
https://www.pmda.go.ip/files/000253128.pdf )HEZSZEDSZX . BT S

=&

BPNICEEIHAE, EBHIC

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved


https://www.pmda.go.jp/files/000253128.pdf
https://www.pmda.go.jp/files/000253128.pdf

EE-HBREBTOEFA—ILFRICOLNTHKEE)

O EBME{DBERMNDE, EFA—IICLHEBMNARELEARIZDOLTIE,
BFA—IILDFERZTZEBLLTLS,

PRREBAOZECRSBEEREZXEHLE-EOER. @B ERBCEATIERE. B
FA—IICLHKBETERIURLGLOF R, FHICKEOLTVHEEATEFA—IVIZLS
Eﬁiﬁﬁﬁb\bf:b\o

>REBHOERERSF. . BAELOBRETOCYRYZRETSILDFIE, 5ISHKEEEE
THRHIEWLETOT. BEFRICEFA—IICT. EFHFEDE. EREBHFESRUY
fm BIRHOEBZHRLILT=L,

>REETIOIERDBESRUVELSENTHOBSX., ATD LY., BEERESRBLLT
LY,

> [BHISEIXENASHMTFE4R10BIZHEBHPIZEE A TS =H. Tb018EITT AT
& (https://www.pmda.go.jp/files/000274853.pdf) .

e, BYFLDEREICELSAZ 2= 7r—a ZzBET 51D TGN,

BPNICEZZHRE, EHIC _
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved


https://www.pmda.go.jp/files/000274853.pdf

HENYIC

MFEEBEOIRICIE, XBEETHHALE-FIRZHBFA.
+ R ERRUBRICE DLV E-REMSRBICKSIE R
ZERL .. IEMNLGBENAIGEICEAI LSS ALTIEET-
LY,

MFEUSIASFNDEBELXZRAL—XIZEDHZ - MF&
ZE(EBRNEEREAN) R ERFTEEFORITHREEELZRS
Tz &5 BFELWLT=LY,

ZHRBAFECLHRMNEHNOREROFHIEZEZENEE
HICEEHhAEND, BEERIICH 2 ICHERL TV =2E)-
W EXGREBEIITBIEEDHF LSBT TN =1Z{DT.
+HZBEW=EERL,

BEPNICESIERE, LHIC ,
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



