A LB OB F

H:H LAN v A7 A 2026 FENMMTT 4 A7 LA GHiE

202644H
WRSTATEE NI S i R A g S TR



MSEATEOE NEH G B A rtE (CLT T &5 .) 2T 3 LAN v 27 A
2026 FEEANMFITT 4 AT LA FHEIZHOWTE, AHREICED D L ODIED, Z D AFLIBHE
ka0 E9 5,

1 RN
MSEATEE NER RS O S0mui s B

2 AT 5 FEE

(1) 4
L LAN & 27 A 2026 FFESMTT 7 4 A7 LA FiiE

(2) MAHIR
R : 202646 H19H
% 2026411 H20HEK2026412H18H

F T ORME & FHE L 7o

(3) WALGHT

MNZATBUE N E R ERPEERR O TH (LAt iEHEtE =

3 BRIk
(1) PEBEEROEHSETOLKOET 1 RICHESNHROEHEICE YT 51,
RGBT D82 LR,
O YR EMRET D20 L0 CRAE, SR A SUIHERBIA TH -
T, BRKHRED - DICHBERFEREZFTVDLEZIRLS) K OMES CEMEZ1S
RN
@ UTDOEZOWTNNIZEYE L, DOFDOFEFENH-T-1% 2HF 5 L TR
WE (ZNEREA, ZXRAZOMOERANE LTHERT2FICONTHHEL,)
7. FROBITICS T2 BRI T L < ITRGEZ MM L, U3 o g
LS IIBBEICE L TREDITA%Z LA
A . NIETRBEFOBET 2 15T 1238 UTATE 2k 2% LIS L X R EOHIZE %15
LI DICHEA LIE
WL DI EAES T & UTRNE N BN E BT T 5 2 L 2%
B ST A O il 72V BB OIS ORI T 2 35 7=
IEXS RPN 72 TR ZBIT Lo e
. AR BOWTIINNIEY T D EERDH - 2F 2/l L2 nEZ, Ko
JBITIZ M7= . REEA, KELAZDOMOEHNE UTHER L
(2) WOFHITZLTLHHITHFIISMSERN ENH D,
O BEEFEEFHEUIRMIERICEBOFRIE LT L =H
© ®EOWRWSUIEHEPSEIZE L TV DL HE

SR



(3) RATTH—ERHO—RFESIEKITI T, B - B{E IR M)&oikGe)
T TA], TBI, TCJ XiE TD] OFHRIRMSTIHTVWELETHD Z L,
B, MESIMEREAH LR OWFT, HONICERBERB LTV, B &2 IS
THUNERD D,
(4) BHDIMERFELOT-DOEEFEEZBRL-ETHDLHZ L,

4 BHFBINERHER O T DESH
(1) ZO—EHPFISMERLT HFIT. FTRRORHE CIIROFEEZ B COAHIC
BT 5 2 Y F IR L, Z20REZIT2b0 LT 5,
UHEFITIROMLYEFE BV THEET 20 L, AL S 2 Ll s
DI Z B INMOEERKRE LT 5,
M EFAFE LR, B &l L7212V H % L v
45, ERALS D EHWL=FIZ OV TITERE L)
7. BHH L E L D S HERHICOWTHIZ RO bR 5810E, 2T
Cob0ET 5,
@O ATERIRHERI D DM SN B FEER TEMEDE L
@ RIHAER 1 IC X BEEHE
(2) FFHORHWIR K O5HT
O BB 202645H13H (K) 128004
@ %P7 T100-0013 HEHTAAHXEZNE3 —3—2 FEMAEE/L 1 9RE
ARNTATEOE N S8 L R i S A
B B S240RR K055 —1% TEL 03-3506-9428
A—/)T KL A [chotatsu-keiyaku@pmda.go.jp]
(KA =LK DOT-, @IX@ITEXHRZDHZ L)
(3) EHOEH L
O JRHIE L THASIMERHR OO OEHORHITEF A — ML b 0L
L. k52 (2) ORI Y ~SE Lo RSB R RO 72D OESHIC
DVWTHB RN E LTHED D, ek, HUENLOREA—LVOZEE S > T
HoET &3 D72, BT A— /W&, ERMUIAO 1 7EO0 0% TITRIEN 2
WA, ST 0N MBS E FE 2240 (03-3506-9428) |ZHERE CHERT 2 2
Lo
@ BrA—LOHELIC [MLESL] ZiEfL, B A A [Stt4, #
YF L R ONERE ATRE R R 5] 24T 5T 5 2 L,
@ 1EOREETEMA TE WIS, HEENCH T TEET D 2 L,
@ HRHTLEEIZETPDF 77 A M TER L, BTEHEILICT 7 A V55
T5HZ &,
® AMLEX 17 MLEORBEIRL OS] /R0 b, EE TR L, 5



SINEMMER DT DDEFHE L BIZEF A —NVEF LN &, B A—/L Tk
SN AFLETES T 5,

® EETFA—NVTRELZSGEG, BESIRANOET A —VZEDHR TERWGE
X, RHEES LT 5,

1 FBICLRHLBEOL LT, BT 25461, BE &, R
JEE DA R TR (IREH, REAMDT) MNMEHTLZ L,
Fro. BEIC K DR OGS OBERZIZOWTIL, FLFkDF% 2 Bk HiEDY;
AT BIE U Rk 2 B MRS 1 0 MBHZIG U ORI IS CHERR 95 =
& &L, FERDIE S R WEE TED LA T RE R AR I BV CRE T
RWGEITIES &35,

%2 HEHEh, EE., ERICEDEE (EFA—ERS) KO R EIR A E
TeRR TR D 22,

5 ARLBAZ O B E & OSHT
AMEL, AMLAAZOREICE A, BMERH L5835 Z L L5,
GEZOWTIE, T6 HEHMFEOZA 25H,)

6 HER%EOZA
(1) RAFLIZD DB HAAEFIZ OV TOEMICOWTIX, LTy &35,
O ZWM: 20264401507 H202644A240%T
@ | & B :EMZMAENS202644H28HHETOVTANDH
XIFHEEH
ZATHI LA SR 23 B o 7Bk L CiE, [ OIRAFDORIT S,
@ Bk REE 9 ORINEAAIEE T, A—/MTTITH Z &,
@ REIEHE B ERLBIC Bee ICTA— LV TEMTE,
® [EIZEXSEEE RO OMALEEZEITONTIT Y, £OMALEITOWNTIL,
ATRE7eBR Y EELOQOHIRINIC L@ OEAE A LA D B & Eig T
52 &, B, WHAOBERIZOWTIEZEZE LR,
® = O FERFEICEHO RV AICOW TR, ORI L Eii+ 5,
(2) RAFUZ DD B ERE AT L O R 25612 R 5, LLFFRIC,)
() IZTOWVWTOHERIZHOWT
TRE1 8 (8) ITE®D D ¥EBINMAN (BEFEEROHA ZESEL 5T, LITH
Co) KU DRI DN THER A R D D856, HEARE 9 O E/EEs £ T, A —
JWZTIT D 2 &, WM ISR T Vs, T IEETERWSGERH 5 2
CICHET DL, el MEBERNEILIRER L 2D WM H 2 Z LICHET S
Ze,



(3) ARAFIZEET DATERELS O BERIIZ SV T

TRE1 9 DEFREIEE TA—IVEIITERHIITIT O 2 &, BRI T 72
WA, TCREZETERWEARS L ZLICHETH 2 &, 7efs, BTN U CTERM
FHLUSMERNE L B2 G T 256038 5,

AFLEDO TR IR & OS5 T

(1) MR 20264 E5H13H (k) 1700 (BHE)

(2) %Pt T100-0013 HFH TAREXENEA3 —3—2 #FEsfAe L1 9
ASTAT B N 23 0 R AR S h A
WPHSE PRE S2R0RR R —1%  Tel.03—3506—9428

X1 ARLFORRNT, HER 2 ICTER L. AMLEOHZEFRICANEZ L, 2
DEOHERIZRA  (EANOEEIZEOLMIUIME ) . 514 MSIITBOEANES
b IR AR SRS SO YR L FEE) KON Too H oo A BIALIAT D AFLFE
fE) ERFLRTNUT RO, 223, T4 FHSINEKHER OO DOER]
ERIEAE 3 OFTRIC OV TE, ARLEEZ AN EFEICEE L X 5+
ﬁ#é:k

X2 ARLEZITREEZRETHI L,

%3 %ﬂ&muékofi\lﬂ%uﬁﬁéﬂkéﬁﬁ%ﬁ%ﬁ@lOﬁ—?yF
AT 252 N L7-4%E (MR OmBIET) 2 - THALEK LT 50
TALE L HEBIFIR OB FER Th OB FELE Th o0z Mbd,
RS S22 EED 1 1 043D 1 0 0N T 5854 70H Lo AFLEZ IR
L7 uid 72 5720,

4 ALEIL, BICEVIEET 200 LT 5, v, AMLEIZZORM LI AFLE
&z, BERIWMVELETH I LIETER,

%5 ALEFEORMIRHEAZTLADZ &,

%6 JRHIE L TARLEORHIZEMICL A2 0E L, Eit (1) OSZMHEMIRNICY
BB L2 AALF IS OWTHDIZREIE & LT D, 0B, FBITXL DAL
LRDHDHZELTIN, FFET2561%, B, ¥, BT OMERRET
g (R&EE, REAMDT) P EET L L,

FTo, BEIC L DR OBE OBERZNZ OV T, FLskDFk 2 ik FiEDY

Ai%% CENHE U7 REZ) 2 BB AE SR I L 0 MBS U TR I TR 2 2 &

. RLERDFR D 7R WEE T IE DG A BIE L & BRI F IZ B WV CRER T E 220
et i?ﬁ?ﬁkﬁ“éo

¥ 7 ARG, ERE. BRICE2EE A R EMIIR A X 7SR HIEER O A,




BIALD B g & O
(1) HEf 202645140 (K) 13304
(2) Bt T FREXENLE3 —3—2
MSTATEOE N ESE S EREER O 55 2 4 5=
CErEMmp e /L1 40 vafal)
(3) BALFEii
O B, ALE UIZEORBA L L ZLHLRDETITH, 7272 L, AFLE U
ZOMREBAPSL LR DR WEEIE, AMLEBIZERO R WIRE 2L bbby TfT

50
@ ALETZORBELNIL, BALEEZIZR IS W TIE, BFLSGEETIC AL 756 Z L1
TR,

@ ALFEXZZORBEANIL, BIFGATICAS L L5 &3 2R5E, AFLEIRIRE O
KROITIE T, HREAITIAFLHERRIZ BT 2 AR 2 2n ST LR T U372 6
7200

%1 BAL~OZIZ OV THMEE LT 5,
X2 BAL~ZINT 550, B EE, BRELOMAEFHAR TRNE (IREH,
REAMDT) BBMT52 &,
X3 DGICADANTFEEZYED . HEKRTIHET L2 &,
X4 DY TIME LR LY L DT EZRET 256035 0 . FFBEOMIEN 2R
SLENTERRECOMEORGEZ LW &,

AFLO S

(1) RAFLFER LIRS INER O 0E . AMLEHIZERK L7 E U AFLE
RO HNDFBEEBIT LR -T2 O LI MLEES &35,

(2) MOBFITELT HALET, BHHLET 5,

O AFL&HE, MU, MLEORAGENOSG AL, O ULME S & O E
HRAOFLH) O NALE, (READAMLT 25H51F,. REAOKA 2 08T
AT HZ &)

@ ALEFEHOFRLEP M TR VAFLE

@ MLEFHOTHAZFTIE Lz AFLE

@ AfHLEORAL (QEAOEEIX. EOAFXILREG T M OREF DKL) L OREE
NDKA BT AFLE

(3) =20z ERFRNPRIE LR E X n AL
INFFBARITERCT D AL

DRI X D AKL

BRI XD AL

BERLIC X B AAL

® 006



10

11

12

13

14

LD S 1) S
MMLEPFHEAS L, IRREO%E 2T 5%0O%ATh-> T, P AMLEAIEICHIT

THIENTERWIREBIZH S ERBOOND & EE, HBREALZIEH L, T A

NiEDDHZ &N D,

BT LD AKL

(1) READBAMLT 25613 AMLEBICHESFBIMORL . AHUIES, REATH
D EDERBRBOEFHMREAORAZTLALTEL & &bIT, AFLER R RIK
A3 D LI X ATALRA RN T2 2 &, BIBEADBALT 256 130#EN3
2HREHTHZ L, ok, FLHTAREA, EREAORAIT 1L ETET S,

(2) ZEROBMIE, BREAZTATDLZ L,

(3) AFLEXIEZ OREEANIX, AR D AFLUZDN T, o AFLE OREEANZ
D EMTER,

(4) AR D AT T, BT 5 0782 BT 2561, Bl
AR 3 DTN LTI L= R R 24— T 5 2 &

WAL DR TE Tk

(1) BEREDMERL L7 T EAliE OHIBROFFAN I 35\ CTHRARA# & & > THZh R AFLE
ITolBE#WHRE LT D, 728, RAIRAFLEED, BREDMERR L7z eI & i L
L <BRWGEIIAMUBEORILE 72 2 X 0 3R 2R 572 EPEZITV, 2
FIONRICHG LIZBITA 72 SR VBZRCH b0 a 2 MR H 5 &Il
LRSI LW BE0nH 5,

(2) HHLE 72D _REFUIEDOAFLE LTeFD 2 NELEH D & X3, EHICYZALE
L UEBIMEEEEZRET D, ZOHHICBNT, BFEALEFD S HL L5
DIRNERD D L EE, Zhicfib > TALFBICEBRO R WE N Ua5 &,
R PR ET D,

(3) TFEMASDOHIFRIZEE LAt O AFLA e & XL, EHICHEDOALEZITY, 72
B, HEOALOEREITRK3EET S,

TG %E
AMLEBICEHENTZEFED 1 004501 1 0N T 584N E T 5,
2L, AR 1 R OMEA D D & & 1T, ZOmkEY 0 ek E

KR LT 5,

AALPRAES:
PERIRT D,



15

16

17

18

TAIRFE R
ERRRT D

SCHAGRA:
HRERE (R R

T EE

(1) HFEAPRE LIz & i, Bl () KR EBNEZRV DT HDL
T5,

(2) BEHHEZDRZOETFS & & bICRKIFITTAME L 22U, ARSI E
LENWHEDET D,

(3) TROMFI TR L. B2 < BIREN 4 TRIEARREICET 2 E0FE)
AHEEHYNEEBICRET b0 LT 5,

NFLB N O— 05

(1) ARLBNFE X, AFLAE . ARLBIBE, A, 220E () F2RED 5 2,
MLLUZRTHIE R B0, ZHUTOWTERE S D & &1L, BRE OB Z RO
HTZENTED, ML, ZROOARHEZHB E L TEREZH LI THI &ILTE
7200,

(2) AMLEXIZZORBADPYEANTHD Z L 28T 5720, FoiEHE T4
I OSER XUTIRIN A RD D Z ENTE B,

(3) AFLIEERFANCEZ L=F1E, ALGFTIC AL 35 Z 13T 70, 727210,
Bl e B L 0 FREREA £ CICBE TE WA T, BEIEZOFF S5 #ibH
WNTEZLE TICBE LMo ALSINE O Tz KD AFLBRAAIRA & 4 T4
EEDHZENDD,

(4) AFLEUTZEOREEAIL, A S EZEOFRIC L DIENTIALGFTD b izl
BB LNTERY,

(5) WIEEAFLCHEZN & 72 o 7B UTFHEAFUICIB W TEER L2 F X, D% DAL
IZEITE R,

(6) WIEALIZEIM U s 72803, HEAFLIZSITE 20,

(7) ANFLmE L, ZORME LI ALELSHRZ . ZEIBGHLEZT 22 LN TE
72N,

(8) AFLBINEIL, BEREITRE L CAFLE DS AN 285 S i O i D 2212
WTHEICIER A ROD Z N TE D, VY7 I7A4F=—2 U X7 FOBREDFERE X
DR ENTG AT, AMLBIME TES ER S R O EEETT 52 &, k=
AR T 20D, T CICEIE TEX RWGERH 0 | MR R EFLIRER



ERDLAEMENH DL ZEICEET A L,

(9) BHER., HALE DAY E OFRICED T, PN FREITAL R
WA \%ﬂmmﬁ%ﬁbﬁfzkﬁ@%60_®% IZBWT, IR E A
Hzizb it LD 1 0 043D 5 TS T 2882 ENE L LTGERTH 2
LBTE D,

(10) HFLIEL, EALE OB TR KO ONT, 7T F=—2 )
27 EORREDIEE X VR SNTGEIR, AL TR0 R AR K O
MEEETHZ L, ZOHEITENT, EETENSHEEOLET 2RO,

19 ALEBAEICBT 2Rk
T100-0013 HAHBTARHKXENRE3 —3—2 HENEEL1 IR
PRSTATBOE N EFE S R R AR A R
W BRI R
TEL 03—3506—9428
A—)L 7 KL A chotatsu-keiyaku@pmda.go.jp
KGR A —VBHIERER D720 @& DT v h~—7IZLTLEEN,



HiAAR G 1

T B
Bild, ROFHIZITZE LEE A,

1 YRS DN E2H LanE CRIE. BRMEANSUIHMBIATH - TH,
LKA DT OB BERREZ/R TV L HEZRL) KOWESR TEMEZGERNE

2 WOZEZO—ITHEY LEEFEERD % 2FEMERIB L T (Zha_RBEEAL

FEANZOMOMBEAAE LTHEATLIHICOVWTHRET,)

(1) ZRHOBATIZH 20 BRI TEE L IFREZHMIC L. JUItEofmEF L <
I EICBE L CREDITAE LTH

(2) RAERBEFOBITEG T ZE NIAERMKREZELE LLIIREDHREZEL -
WA L E

(3) BHHEPZERNERHESZ L IBNERBZNEBITT 22 L 20T 724

(4) BEEIREOEMICY 720 BEE OB OBITZ I -4

(5) EXRIHENRS TRHOEZBEITLRD-TH

(6) HIKHFOIIELTHEERH %R 2FELZRBLAEVEEZ, BIYOBITIZHTZ |
REAN, XEBAZOMOEHANE LTHEHLEH

3 RRE ORI STAE A E SRR EICEL LTV D

= A H
£ Fr
=4t
R&EH

Y FERK S (A—LT KL R)
@

MRSZATBOE N B 3 b [ R B e

S
oK oHoY & K



A

AL Fo  ow

1 fF 4% JEH LAN > 25 A 2026 fEFEMNTIT T 4 27 L A FH3E

3 RS

M (k)

R E, ARECOM—GEBROFERO LB LT 5,

RO AL L ET,

MRSZATBOE N SR o [ R B

S R

w

4
(i3

Y

/]

= A H
T Br
A
REH
REEAN KA
e L

i

HiAR S 2



AR 3 D 1

% (EE R

FIITROEFZREANEED, TRDITEEZITHOMHERERELET,
W
1 BET 175
M4 LAN v A7 A 2026 FEENFITT 4 A7 VA RE] OANFLIZHRE D AFLEOH#EH

BT 5 80174

2 EETLHHA
4 H A ~ & H H

(£ Bt
S
T £ #
B N fFE A
Arie (ks )
RE NK 4

MRSZATBUE N B3 G R R PR A 70 5 PR A
2K B\ oY & R



AR 3 D 2

% (EE R

AT TFROEZUATA L ED, FROFAHET S EREEELET,
i
1 BLT B1Th

M4 LAN v A7 A 2026 N FITT 4 A7 VA RE] OAFLIZHR D AFLEOH#E:H
BT 5~ DT A

2 ZETLHIA
£ A H ~ = A H
= A H
{8 AT
=  t A&
(A -
(AVEEZ VNS S )

ATl (B4 )

REANKA

'R N AT

e (Bl )

B AR A

MRSTATBUE N B3 G R SRR A 70 B PR A
2o B\ oY &



AR 4
MSATEIEN  ER S ERE S SR

MR RS IS 280 E

BN ORFESNTO000XKS (LIF IAIHFES] L)) 2ZiEHE THH0000K
Xatt (BUF TigkE) L 9o,) BEMTDHICHY ROFEHEABETT L LE2ENNLE

7.
i

1 Wb, AFEBZRITOLOICHERE (REICREE T2 5205, BITFRC,) BAHEAR
HEBIHEFESEEE A, L, AMEBZRTHRTISEN, £ES 556, GEEICE
JH, TEREZZTLb0ELET,

9. WRHIE. BEFRIS K OB R M B A O R b U < IR0 & L7 b o R 1
(UF TARIERERR) L\ 5,) & KRS0 DI BERE 2R BB ICH LT
RN LERA, 272 L. BLFOb DI T I RE I 4 5 A,

(1) Yotk 7S ErHERS £ 0 BIR &2 1 7= B CREIC AR T o 72 6 O

(2) Wtk 28 Bk £ 0 BHR A5 1 7 B A CRELC AT LTV b o)

(3) WekEASECHEME K 0 BIR 22 BRI MO BT X B TIC AR E R o Tm b O
(4) WEH MR A AT 5 H=E D TREEF DT ICHEICATLE LD
(5) WA EFIFRHFTOMDICL D EREREST bR b0

3. WML, KUEEBZRITOLDICHERENZAUNOE CHERBRREZBE R LR NWE 5. ik
EREELZ#TCET,

4. WRHIT AEMBERAAMEGZOL BN E L THEMAT SO L L, o Bz —14)
FRWE-LEE A,

5. BRAE. EEEOEmIC K DEOKE L LIS, AMEBZITO DML R/NBE O
PHZB 2 CAREMEEREZES S ITE-R - LET A,

6. BRthIT., BN DEFEND L5 E EIIIAMEEE K TRIZE B ISR G 42 S
(ZROE L, 2 ImE RS LB O R WHEIC XD L5 vz LE T,

7. SRS AERTONRIGER Lk D 210k 0 A RE RSN L, BRI S
L anicid, SHHo L2 oS 2 B LT,
7o, WEHBUC OV TIE, SHEHE & SkhIc TR L TED S b & LET,

ULk



OOOOH#OOHOOH
HHAOOKOOTO—-0—-0
OO0 OKA&tE REmKHEEOOOO OO0 OO KEHEH

OFNEBFAT OB

AUEBEITOTZOICLEREFETZLTOETH D,

AL

O00OKKXE
OOOOFHZER OO OO0
OQOOOFEHEL AN AN

OOOOHXEH OO0 odd



