A B OH F

PMDA 7 = 7Y% A F v AT AT R OEREUE S O B E R HEHED

2026 4£ 7 A
MRSTATEE NS i R g S TR



ISTATEGE NEIE L =R O (LT TS & o ) 2379 PMDA 7 =7 A
b VAT ABAT R OBSRESEE DB ERGHEHIZ OV UL, HEEEICED D HODIEN,
ZONLRBAEIC LA D LT 5,

1 RS E
MNATBOE NER LRSS OIS Nk BE B

2 e AFLICEIT B HIE
(1) 4
PMDA U =7 A ~ AT ARAT R OMERESUE S D B B 3% 35
(2) HHHIH
BHIFFAEA DD 202 7423 A3 1 H
(3) WAL
ASTATEOE N RS AL E RS S M R D

3 BEBINEH
(1) PEBRBEROSHSE T OLRLOE 7 1 RITHE SN HROFEHEIZE LT 51T,
B SINT D&M EH LRV,
O HEEOEHRET DN EH LenE CRIUE, BORMEASUIHMBIATH -
Th, BRFAEDT-OICHLERRIE R T DEEERL) LOMFES CHEMELZS
RN
@ UTOHEZOWNTIINIEYL L, DOFDOEENH -1-1% 2E L0 LT
WE (INEREA, SRAZOMOERANE L THERT 2EIZOWTHEL,)
7. SR OBITIZY T2 0 BRI TEA U< FRLE MM L, U3t o B
UL IFBEICBE L CRIEDITAE LI#H
A . INIERBEFOPIT 2 15T -8 TN E 72 flikg 25 LI L < TR IEOFIE 215
DI OIEE L
R DR EAES Z & TR E DR EBITT 5 2 L 2T =%
BB IR A DO RGN Y 72 D BB OB ORI T A2 517 7= %
IEY RPN TRV EZBIT L0 o T
L HIEBOWTIMNICHEY T DIHEERD T2 2FEEGR L nWEE, o
JBATIZHS =0 . RELN, EANZEDOMOEHANE L THER LEH
(2) ROFHIIEET L2FHITFEFISIMSE RN LBH D,
O BEEFEEFHEIMIEFRIOEROEFEL TR L
@ #EORB G R E DRI B L TV D HE
(3) 2ATH—BERO—BHFSIMERICB T, BH - FEHHE T (5O
%] TITAL TB] XiT ICl OFRIEMHT N THEETHDLZ L,

S



BB, BEABMERK A LaWEIL, EONCEREERF 21TV, Bz UG
TOMENRD D,
(4) BPBIMERHETBOT-O OERFERZEH LA THDH I L,

4 HPEBINEREMER DT DEH
(1) ZO—KHFIBMERLT HE1E, TlORFHE TITROFFHZ H COAHIZ
BOWTHBO 5 2 ZHYF RN L, Z20MEREZIT LD LT 5,
VHEFITEOELYEE BV TEET 20 L L, LS 2 Ll S
DI E RSB INMOEERE LT 5,
MHEFARE LR R, B &l L72F 12DV F 5% L 0
KT D, GRAL DD EHE LEEF IOV TEER L)
70k, UMY F NS Y B OV T A RO SN EBAITIE. D AUDG
C5b0ET 5,
O TERAFRBERI N D B S - BRI EEAMEDE L
@ B 1 12 X BREE
(2) FHORHHIR L OGET
O B 202648H19H (K) 11H00%
@ %t T100-0013 HEHITRHXENES —3—2 HHESEEL1 9kt
ASTAT B N 2 S8 0 R R S A
W P SRRk 22K —1% TEL 03-3506-9428
A—/L 7 RL A [chotatsu-keiyaku@pmda.go.jp]
R A — xR OTD, @IX@IZEXHZDHZ L)
(3) THHOIEH L
O JFHIE L THABINERHGED 2D OEHORHITEF A =ML D5 HD &
L. ki (2) ORRMEIRAI YHE~BE L - SINE SRR O 72 OFERIC
DWTHMDRRHE LTRD D, B, HYENLDOREA—IVDOZEE S > T
HET &3 2720, B A— L%, RIEFEIHO 1 2K 0 05 £ TITRIEA 2
WA, S RN IS E B S2K0ER (03-3506-9428) |ZFERG CHER T2 2
L,
@ BTA—NLOMHLIC [MLEAA] Zit#L, BT A—VAIC [21t4. #
MFEL R OEAE FTREZR ERE R =] 20T 5T 2 2 &,
@ 1EIOEETHRAMATERWGEIE, BEIENC T TEET L2 L,
@ BHEEBHEIZT X TPDF EATERL, 25 % 150 PDF 7 7 A MTHEG D
E BT AZE, ek, SEHOXGI NHBITE S L HEAL, EHOIEEIC
DN, BFBINERHEROT-OOER (1) DIEEETHZ L,
® MLET 17 MLEEORHBIREOSET Zi#Ro E, B CREL, 5
SINEEMER DT DDESH L L BITE T A—NVEMH LN &, B A—/LTEM



SN ALEFTES 5,
® FEFA—VTERH LSS, REBIRNOEA A — V2 EPHEGETE 205G E
I, A ES L 95,

K1 FRRICEDIELRBODL L LT D0, H5T 55613, B E5, R
BE DMATIR R Toang (k& REEARDY) 2MEHT 52 &,
7o, BEIC L DRHOEA ORERZNC OV TR, RLEkOR 5 BETTEDY
BIIPERIZ B U 7R 2 BRI L 0 MBI U TR IS TR 975 2
L L, RO L RWERETIEDOS A T ERERZ 212 A ISR W GEF T
BRWGEITES T 5,

X2 HEHah, EE. ERICLDERE EFA—AzERS) AU R ER S
TRRHITRB O 2R,

5  AFLEHAZ D AR R O
AL, ALFAES OB I 2, BM%END 258132 b2 L &9 5,
GEZSW TR, 6 EMEDZFT) #20,)

6 EMFDOZA
(1) AALIZONDHEEEIC OV TOERICOWTIE, LTFo@y &95,
O ZAMYM: 2026 7HA8HNH202647H30HET
@ [\ & B :EMZMEPS5202644E8H5HBETONTRANDH
X FHEEA
ZAARI LRSS N o T2 FH K L CiE, B ORFEOHRITH,
BRI  ARRE 1 20 DERKSEE T, A—/MZTITI 2 &,
B 51 - x5 E 2B Bee 12T A —/)LCHETE,
55652 L B e O DMATREE S HOWTT 9, T OMAEHEIT OV TR,
ATREZR PRV EFREOOHIFNIC EFE@ O EAK SEIC A LD T 2 Hig 3
52 &, . WIRAAOERMIZOWTIZEZ L722V,
® % O FERRFEHEICEHOZRWAICOWTIE, ORI LY EiEd 5,
(2) RAFUZH DD B FE RS L O Wi d 285 512R 5, LLFF L)
(R) ITOWVWTOMERIZHONT
TRL1 8 (8) ITED D ¥EBFMLS] (LRt k O A TRt %E a5, LUTH
Co) HUHEBII DRI ONWTHERZ RO DA, HARE 1 2 OB NEEEsE £ T, A
—UZTITH T & MERZAAIRIEFRCER T 20, T SIEE TERWGAERH 5
ZLICHETLI L, B, MR RANEILRER L LR e 5 Z L ICHE
LTk,
(3) ARAFIZEET D HARELSN O BRI DWW T

© ® ©



TRE1 9 OEEIEE TEFA—MTTTH 2 &, BRI IER T 22003,
FTCIEETERWEERH DL ZEICEETH I L, B, LEIZS U TEME DA
WCERINE ERE 2 G T 2560355,

7 AFLEORMHIR L O
(1) #IR 202648H19H (k) 17005 (&)
(2) %AF T100-0013 HAH TAAHXEENBE 3 —3—2 FHENHE/L1 IR
MNEATEOE N ESR S R e S ks
WPH5 8 B S200RR B8 —1%  Tel.03—3506—9428

X1 MLFORRIX, BRERR 2 I TR L, MLEOZZHEICANE Z L, 7
DZEDOEFICKA  QEAOLEAIZZOAUIRE) . 554 MNAATBOE NESR
in IR AR O SO YR L FEED) Y Too H oo A BIALIA ] AFLE
i ERELRTTZ RGN, 2B, (4 BIFSINERMEE D= OERH)
ERIHERK 3 OF(TRICOWTIE, ARLEE AN EFEICFEE UL 95 +07
BET5Z &,

W2 MLEICITRELZTER TS Z &,

¥ 3 EALREIZ Y 7o TiE, MLEICREE SN AFICSAFED 1 03—k > b
\ZHEY T 2HEEINE L7-4%E (MREOMBTIET) 26> CHILMK ET250
T, AL HEBEIR OB FER TH LM EEE ThH L0 %M T,
ALK D 11 045D 1 0 0N+ 54405 ie#l Lo AMLEZ
L2 7e 6720,

X4 ARLEIL, ICEVIEET 20D LT 5, 2B, ALEIZEORM LI AFLE
olEHz, ERIMVIELETHZ LT TE RN,

%5 MLEOBRMIBHAZTLRADZ &,

6 JFAlE L CAREORBIIEFICLI DL L, Eig (1) OZEMRNICY
PR A~ZE LI AFLEICOWTAZI R E L TR D, B, FFEICL DAL
HLRHDH L LT LN, FBT L5, BE. £ &, BREE O RR T
RnE (REH, REARDT) BT L,

F7o, BEIC X DRHOEE OBFERZNC OV T, FRdkOFk 5 B HIEOY
BIIHEAE SB35 U= 2 BMSAE S 1C X 0 MBS U O I CRER T 2 &
&L, RRERDFER B IR WIE T IE OGS I RIEREL A SR B W TRE T & 2y
LaldEsh e 35,

¥ 7 FERG, EE. BRIC K DRHE O ERZEREZ X 7RG e,

8 BAFLD HEE K UG
(1) HKf 20264#8H20H (K) 13K30%



(2) St R TREIXEEAB 3 — 3 — 2
MSEATEIE NEH i SRS ORI 2 2 4 =
COrERsB eV 1 4R Paf)
(3) PBatL3Ek
@© BAALIZ. MLEZZOREAN 1L ZLLRDETTY, 22 L, AMLAE X
ZOREADILHZDRWEGEIEL, AMLEBIZBERO WIS 23 b by T

90
@ MLAEXTZOMREAL, BIALRZRICRE N TIE, BILGETICAL T2 2 L1
TEALY,

@ MMLEXIZZOREANIL, BFGITICAS L L 5 &3 28, AFLEIRIRE O
KOS T B FEXIIAFLMEBRIZ BT 5 ZATR A #2 s SUFR I L2 T uid e &
AN

1 BIL~oOIMZ oW TIEE LT 5,

X2 BAL~ZINT 556, BE E&, BOEZOMEFHRR TRNE (REH,
REANMDT) BT 22 &,

X3 DLGICADHNCTHREZYED 2, HER THET D Z &,

X4 B TIME LEREE L 21D ERET 256000 . FrB O MBIV R
D SGN TR COXHOSEE L2 &,

9  AFLOEZ)
(1) AAFHAEIR LSS BINER O R WE | ALEIHOER L& I ALE
RO BN DR EIRIT LD > T2 HORE LI AFLETES L35,
(2) WOFFITFELT HALET, BT 5,
O HEEEORA G 2) TIERWAFLE
@ ML&EE, MUES . MLEORAGEANDOSEIX, T OARILME S L OE
HRA OO ASLE, (REEADAMLT Z2H41E, REAOKA 28T
FMATHI L)
@ MLEFEDOTHD PR TRV AFLE
@ AL AT IE LT AFLE
® MLEOKA (EAOEEIX, TOAHXILE SR OREE DKL) K OEE
N DA DI T/ AFLE
(3) ZofhzoERIRBRE L)L Shd AL
O AFBRMBITKT 5 AL
@ DAEEELRIC XD AL
© BfAFRIC X DAL
@ $ERRICE D ALL



10 AfLOZEHLE

11

12

13

14

ALEDFEE L, IO 23 5FDO5E Th > T, BFAMLZ RIEICHIT

THZENTERWREBIZH D LRBOOND & E1T, BEALZEH L, ULz

DNIEDDHZ LD D,

REEAIT LD AKL

(1) REEADBAMLT 25815, ALFITHEFBMOKL . LIRS, REATH
52 EDRFFEOYNRIADORALZFTLA L THL & & BT, ALERHREITRIK
A3 D LIC R ATHBIRE RN T 5 2 & EREADAILT 258130 ERA 3 D
2EBMTHI &, ek, EETAMREA, HREAOKAIZ1ILETET S,

(2) ZHEROBMME, BIBAZTRATLZ L,

(3) AFLEXIEZEOMRBENIL, AREFEILR D AFIZOW T, o AFLE ORBEEAN %
D ENTERND,

(4) AREFHZBIHR D ALIZT TR BT 2 Y07 A% T 55815, Bl
A 3 TR L IFBNCHEI L= B ER 2R T 5 2 &y,

WALE O TETT I

(1) HEREDMERL L7 T E Ak OHIBROEFAN I B\ CTRARMNE & & - THZ 2 AFLE
ToleBEREE LT D, o, BARAFLEDS, BEREAMERL L 7o T EMlF & bt L
L BEWGEEIIALEEORIL L 72 2 X 0 3R 2k 572 EREZITV, 2
RIONFITHE S LTEBITR R SN2 WBZNCH L7 a X NEIILAH 5 &l
L7ZBRIZITZR L WHERH 5,

(2) BALE 72 NE[EUIME D AFLEZ LTeF DN 2 NEL EH D & &%, BHHICYZAFLE
2L UEBIMEEIE ZRET D, ZOBAICBWT, YEALED S HL LEF|
DIRWEND D EE L, US> TAFLEBIZEBRO 2 VERE N La gl &,
A FEZRET Do

(3) FEMAEDOHIFRICE LI OAFLA 2 & Z X, EBICHEDOANLEZITY, 72
B, HEOAMLOBEIIR K 3EE T 5,

TR AR
AMLEBICRHENTZE5DO 1 004D 1 1 0IHYTHE4 2R ET 5,
722U, MEEAFAIC 1 MR OMENH D & &1, TOukEE Y # a5 % 2

KEBELET 5,

AALPRAEA:
PHRATIRT D,



15

16

17

18

A PRFE A

PRRERT D,
SN
BIRRKE () R
R EE

(1) wHLEZRE L L 213, Bl Gk (B XV EOEFZIRY ZbT oL
ERAR

(2) L ENZORTFI L & IR FTRAFHE L2 U, AREIIHEE
Lanbo e+ 5, B, SBACHIY IREEZEMT 258113, YEANTHD
L EMEERT D10, HOREHEORIR IR A RO H 2 ENTE D,

(3) HFIOMFIT IR MMERE R, B IR 4 TR IR FFEICBI 2 /0 &
ZFEHLIZIRHT D2 b0 LT 5,

AFLBNNE DO— A L5

(1) ARLBINEIE. ARLAE . AFLEIE, EERE, B0FE (R F24580 9 2.,
ALLZRTFIUT R B 720, ZHUZHOWTERENH D & &1, BRIEE OB % KD
LT ENTED, AML#E, CNOORHEZHB E LTEBLZHP LI THI LIITE
7200,

(2) MLEXIZZORBANRYZEANTHD Z L 2R T D720, BoiEAE 34
FIEOTR R TR ZRDH Z LN TE D,

(3) AFLFEERFANCEEZ L= 1X, ALGFTICAS 35 2 ST T e, 72720,
Rl 72 BRH IS L 0 FEERA £ CICBETE WA T, REIESOFF S5 #ilH
N TELE TICBHE LI AMLBINE O TiREZRD . AFLBRAAREL] 2 45 T AT
SHDHZENDHD,

(4) AFLESUTZ ORBENIE, BRI YEFEOFRIZ X D13 0MI AL 70 b kiR
B9 D2 EMTER,

(5) WIEEAFL TS & 70 > T2 FH UIFEAFLICB W TEER L2F 1T, D% D AFL
IZBINTER,

(6) FEAFLIZBIN Ly T281E, FHEARLIZSINTE 720,

(7) AfLBIEIE, ZORM LI ALELS L, ZRIBHELEZT5Z &N TE
7200

(8) AFLBIMEIL, BEREITKRE L CAFLE OSR AN EHs A & O D FRI25
WTHBICHERR A RO D Z LN TE D, VT I7A4F=— U A7 LOBREDHEME X
DRSNS EIE. MLBINEIZEG FERAES RO 2 EE T 52 &, HiRx
AR T 220D, TCIZEIE TERWIGARH 0 | MR RS ER



LD AREMER DD T EITHEETH 2 L,

(9) WHRER, FAFE DR YE O RICHEDT, OB TR X ICA LA
WA, EALOREEZIRVETZ N TE D, ZOHAICBWT, HiEcEE
Bz 7=l xi%, ILAHD 1 0 04D 5 TS T 5852808 LTiHERT 52
LWTED,

(10) BHBESL, BFLF OB TS L OB ONT, 37 T4 F=— )
A7 L ORREDEE L D R ST EIE, YEALE 1T0E 00T S S i (A K O
WEELTHZ L, ZOHEITBWT, HEIIENSHESEOET 2B,

19 ALBHIEICET 2 A%k
T100-0013 HASTARHXEANRE 3 —3—2 FilEsfier /1 9ps
MSZATEE N E I G PR G s
apEegtiba IO O PR O ]
TEL 03—3506—9428
A—/L 7 R A chotatsu-keiyaku@pmda.go.jp
KR A =N IER DT @ % -ADT » h~—7IZLTLEEN,



Bk ERC 1

s A =
L, KO IS L&A,

1 YRS T DA ZH LanE CRIE., SREANSUIEMIIATH > TH,
ZRIFEAE DT OB BRFABE 2/ TV L EERLS) MOBES TEEZSL2WVE

2 MOBEO—ITHEY LIZEENH -7t 2EMEZRE L TWRWE (ZhaREEA,

KENZOMOERANE LTHEHAT2HICHOVWTHFELT,)

(1) ZHORBITIZY 20 EEIC TEE L RS2 MM L, XEIitomEs L <
FHEICEA L TR EDITAE LR

(2) RNERBEFOPITEL T -E IAERMMKEZELE LIIREDOHIEEED -0
ICHEA LTH

(3) THEPENEESZ L VTR ENRNERBIT T2 Z L 2T H

(4) BEBXIIHREOFEMIZY -V BB OPFEOPITE T I-F

(5) IEXNZRPIHRMNR TENEBBITLAEN -7

(6) HIZFOICHELTHEERNbSTLZ2HELRM LW EE, ZHOBEITICYY
RELN, XEANZOMOEHNE LTHEALEH

3 RRE ORI SIE HENREIZE L TWDHE

£ H
£ A
ESad
REH

L F R (A—LT FLR)
@

MSTATBOE N 5 5 R R A e 5 B
2o #\oY &



BHEAE L 2
A KL = )
L & PMDA U S A b SR T A COHE AT 0 R

2 & o @ M (Bidk)

3 SR
R E, ARECOM—UEBROIE RO LB T 5,

ERRDO LB AW L ET,

£ A &
= A
M4
RF&E
REEAN KA

MSTATBOE N R 5 R IR S e 5 PR
2% | oY & K



Bk 3 D 1

7% (5= R

AT TROZFEZRBEANLED, FTRROITHEITIMREZIEL E£T,
At
1 ZET 2175
[PMDA U =7 Y%A F P AT ABATROBERESEFOEMERFRS | OAILIZHKD

AFLEORHICE T2 —801T %

2 ZETHHA
F A A~ F H H

(ES AT
= % 4
® £ #
B AN fE Pr
g (i)
R AR 4

ASTATECE N B3R b PR i 5 p A

/EI\
2% o\ oY & K



BIAEAE A 3 D 2

7% (5= R

T TROFBZENBEANLED, TROTHETIMERZEELET,
At
1 EET 178

[PMDA UV =7 %A b VAT ABITROMREBNEEDEMHEREEL ] OAFLIZKED
AFLEORHICE T2 —801T %

2 EETLHHA
= A H ~ = A H
=N H
* Bl
= % 4
T % #
B AN fE Pr

g (ik4)

#EANKA

B AN E AT

g (i)

wAH AR A

ASTATECE N B3R i R R i 5 p A
2o H oY & K



AR 4
MSATEEN  ER G ERE SR ST P

MRS IC BT 2B E

BN ORFESNTZO000%S (LLF IAIFES] L)) 2XitHE THH0000HK
Xaztt (BUF T8k L)) BERTIICHEY ROFHEAZBTT LI L 2ENNLE
EE

At

1 Bt AFEBZITOLOICLERE (REICERT2E 209, LUFFC) HAHIA
HEBICHEFESEEEA, L, AMEBZTHRTIEN, £ET256, GEIC)E
TH., TERZZTH5bDELET,

2. AT, BUAB X OFEAM D TICEHEN SRS U IXIREE S 7 E R O R 1 )
(LA TAREREEF R L0 ),) 2, KMEEFSERITOLDICHNEREZRSE=FIIR LT
BARWIELERA, 72720, UFOHDIZOWTIIMEFRICEAET A,

(1) A SRS L VB REZ T R CTREICAMTH -T2 b O

(2 P EEMEL VTR EZZ T ERATRIZITAL TV EDL D

(3) AN EBE L VAR EZ T BRI OFRICLOTICAME o b D
(4) WALNEYRMERE AT LE ENLTFRMELEEADTICHEEBEICATLE LD
(B) ESIIBHFTOMSICLVRAREZESE ST ONEZHD

3. WEAHIT, ARFEBEITOLDICHBERENCNLSNOF ICHEREREZT L2RVE S B
ERiEEZHECET,

4, WEALIX, REREBEHREAMGEGOAEZHNE L THHATZ2 b0 L L, o BT —
FERWEZLEE A,

5. WEKLIE. EHHEOTIEIC L B FAOKER LIS, AT O R D BB R R NRE O
0 2 AR ST A,

6. BRAEIT. B D EREDN D D 5E UG K T RITE B ITAIERE I W 2 S
RiE L, SUIRERFF EREO R WIHIEIZ L0 L5 b\fgl/ziif

T, BREDSAEHROBOPEICER LT 2 21 &) AR RN L. BRI 2
LIS aici, M L2 OE & et 2 LE T,
b, %Eﬁ CoVTIE, EHME L RIS CHIA BB L CED D b L LET.

8. AEMEIL, AIEBK TR OAMERENROWELELZK D B E THENAHT 2 F 2k
RLET,
LIk



OOOOHEOOHOOH
HEHAOOKOOHTO—-0—-0
OOO0O#HA&4: REPHEEOOOO OO OO |(RFHH

OARMEBHIT DI DI LE IR

K EBEITODICHERFIIUTOETH 5,

i

OOOOHKX &1
OOOOHZH OO0 OO
OOOOFHZEH AN AN

OOOOFHZEH OO0 0Od



