A #L

glﬁlé

B\ F

HEANFAT G ERBRIZ 3 D AR ZE TR K

2026 7 H
MRSTATEE NS i R g S TR



MNTATBOE N RS R e S (LUF TR L9 ,) 2T D MESMIRIT S B RIS
P DAEZECUFERKNC OV TIE, HERFIZED D bDODIEN, ZOALHBFEIC LD b L
RN

1 RS E
MNATEBOE NER LRSS S S ENk BE B

2 BFALICEIT 5 HFIH
(1) 14
HEAMFRATG E RIS 03 D AR ZE TR RK)
(2) T
2026 10H1HN”H202749H30H
(3) MIALAT
ISTATEE N RS A R e S P 3 R E - 2 S

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 . NIETRFEFOBET 2 15T 128 UTAIE ik 25 L L IR EOHIE 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) 2EITH—EEO—BEFSIMERIZB T, B - FEHIE T, (B0t
) ¢ TAJ, TBJ, TC) X TD) OERRITKAHTENTWERETHDZ L,

S



BB, BEABMERK A LaWEIL, EONCEREERF 21TV, Bz UG

TOMENRD D,

(4) BHFBIMEHHERDIZODEHFEELEHLI-HETHD I L,

4 HPEBINEREMER DT DEH
(1) ZO—KHFIBMERLT HE1E, TlORFHE TITROFFHZ H COAHIZ
BT O 5 x Y F IR L, Z0EREZIT 5200 ET 2,
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
1o, ALY DLW L-EIZOWTIRERE L)
70k, UMY F NS Y B OV T A RO SN EBAITIE. D AUDG

CLaLDET 5,

O ATBBIRHERIN b 6T SN BB AREEME (RETH &) D5 L

@ B 1 I2 L BREE

@ fkkE “9. LM [T 22w 2 & AT A EE (UL E)
(2) FHORHMIR L OGET

O B 202648H20H (K) 11H00%

@ %At T100-0013 HEHITRHXENES —3—2 HHESEEL1 9k

(3) FHORE L

MNATBUEN R G B AR A

WS B SRR0RR SR — 1%

TEL 03-3506-9428

A—)L7 F LA [chotatsu-keiyaku@pmda.go.jp]
GRBA =R OIZD, @IT@ITEZIRZ D Z L)

O JFAIE LTHESPZINEKRMEROT-ODOEHOEHITE A —LIZLDbD L
L. B2 (2) ORI YHE~RE L 2B S INE AR O 72 O FERIC
DOWTHMDRRME LTRDD, 2B, HYUYELDLDOREA—LVOZEE S > T
HET ET D70, B A%, RERFHIH O 1 2K 0 047 £ TITIREN 2
WG AT, RN S E B KR (03-3506-9428) (2R CHER T D

Zk
N— o

@ BrA—NOHBIC [ALEHA] Z# L., BT A— AT [2it4, H
Y4 KOG ATRE R E e ] 20 TRHET 52 &,

@ 1EIOFETEMATERWGEATE, BEENST TEET L &,

@ FERHEFFIZT T PDF BXTER L, b4 120 PDF 7 7 A WITHES
OE, BEHTLZ L, 2B, HFEHOXL SHBITEL L)L, FHOIA
FICOWTIL, BFBNERMROT-DOER (1) DIEELTHZ L,



® ARLFEL 17 AFLEFEORHBIR L OGHT] Zfado b, BR TR L, BE
ZINEREMER DT ODEFHE L HITEF A — VRS LR &, EFA—/L Tk
T SNIZAFLEIT IS &35,

® EAA—ATRE LSS, REMIRNOEA A -V ZEPHEB TS 0N
o, RHEE LT 5,

X1 FRCLLEHLBOL L LTD0, FFETLH560F, B &, 16
B R OMAETIRR TRWE (REE, REARMDT) BMEHT 2L, £7,
T IZ K 2R OSA OBERFZNC OV T, FLERDIE 2 Bk 1L DY & 1T
(ZBIFE U7 2 BEMERE S C X 0 MBS U TSI TR T2 2 L & L. 7
FROFE S IR WA T LD ITEERZ 2 IR HE B W TGEH TE WG a3 %
eI,

X2 FEah, EE. BEICX R (BT A -z KO LRRZELIRAZH
TTRHITRRD 20,

5  AFLELHAZ D H R R O
AL LIS OBIMEIR 2 VBRSNS 25813 T 5 2 L &35,
GEZ oWk, 6 EM%EDZFT) #20,)

6 HERFEOZAT
(1) BAAFLIZD DD HFEEIZ OV TOERMIZHOWTIE, LTD@y &4 %,
O ZAHR: 20264E7H28HNB202648H4HFET
@ [ % B :BRZMEN5202648H6HETOWTILNAOH XIIHEEH
AT AR (BG83 o T B 26 LT, [ OIEDHIT
@ ERMAFE  AHRE 1 208 NEKEIEILE T, A—/MWTTUTI 2 &,
@ [ FE s 5RE2BIZ Bee I2TA—/VCEMTIE,
® [EEXRS ERE R OE OMALEECONTT 5, £ OMALE IOV TIL,
ATREZR PRV EFREOOHIFNIC EFE@ O EAK SEIC A LD T 2 Hig 3
52 &, b, WIRAAOERMIZOWTIZEIZ L722V,
® % O FERRFEHEICEHOZRWAICOWTIE, BRI LY EiEd 5,
(2) RAFLUICH D5 3R FRERE] R O (s d 53551215, LLTFRIC,)
(%) OMERIZONT
TRE1 8 (8) IZE®D D ¥EBFNMAH (BEIEELAOHA ZtEEL 5T, LUNH
Co) HUMHEI DRI ONWTHERZ RO DA, HAkE 1 2 OB NEEEE £ T, A
ITAT O 2 &, MR ISR T ey, T CIBEIETERWEERH D
HWETDI L, o, MEBERNEALIER LR D ATREMRH D Z LICHET



(3) AAFLICEET D AARELSL O HEIZ DN T
TRE1 9 OEEIE TEL A —/UTTITH 2 & B AHARIIFHIE T 2003,
TCLEETERNGERSH L I LIHET D2 &, ok, BEIDIS U TR DS
(CHMNE L BEEZ XA T 2HEDH D,

7 AFLEORMHIR L T
(1) HIfR 202648H20H (K 17K00% (&4F)
(2) BT T100-0013 HAEH TREXENE3 —3—2 FEsHe L1 9
ASEAT B N B3 5L R R S
WPH5 8 PHEL S200RR RREE—1%  Tel.03—3506—9428

X1 MLEFORRRIX, BER 2 12 TER L. ALEXR O AFLERIRED 2 54 E fE
WKANEZ L, 2 0Z0HKICKS (EADOEEIXEOLHXITREGS) | 564 Ol
SATBOE NS RS AR A A RO 2 1% & G0 KOt Too H oo HBRTL
(] o AMLEET ) EREBLRTNIZR L2V, B, (4 BB rkiEs
DO DOEHE | L BREER 3 OFERICOVWTE, AFLEZ AN ZEEICFEE L
WK HIEERETLHZ &

X2 AFLEICITREEZTRER L, LT ANLENRERMAT S Z L,

X3 BHALREITHY o> T, AMLEFICRE S N8 E b - THALmE & 3%,

X4 ARLEL, BICEVIEHT 20D LT 5, 2B, ALEIZZ O LIz AFLE
olEiz, BEEIWMOVELEZT HZ LT TER,

%5 MLEOBRMIBHAZTLRADZ &,

%6 JRHIE LCALEORMIFEMEICEI D E L, EiL (1) OZEHENICY
PEAEABIE LI AFLBIZ W THB RN E LT 5, 7eds. FFBIZ L DAL
LD LI L LT LN, BT LHHA1F. B &, BREEOMEHART
RnE (REH, REARDT) BT L,

F7o. BEIC L DR OEE ORERANIOW T, FREkOFk 5 B IEDOY
BT 2135 U7 R 2 B RE S 12 X 0 BTG U O IS CRERR T2 2 &
&L, RRERDFE S WA FIE DRI BIE R Z 2 HE 1B W CEE TE 220
Lamsh e 35,

W7 EaE. EE. BHIC X 2BEEO R ELIR A S X SR EIERO R,

8  BHFLD H IR K UG
(1) HEf 202648A21H (&) 15K00%
(2) Bt R TREXENRE3 -3 —2
MSIATEE NEE G IR O 552 4 amE
CHrEEnspIe L 1 4B PEM)



(3) PatL3Ek
@© BIALIZ. MLEZZOREAN LA ZLLRDETT Y, 2L, AMLAE X
ZOREANPNBEDRWVEEIE, MLFBIZERORWIRE 2 b2 bW TT

5 o
@ MLEXTZORENE, BIFLEZIR IZBW T, BITLSETICAS T4 Z &1
TERN,

@ MLEZZORFEANL, BIFLEATICAS L X 5 &3 50T, AFLBHRIRE O
KOS UL B AFE ST AFLMERRIZ BT 2 ZATR A fn SUTR I L 722 7T e &
720N,

X1 BIL~OZINCOWTHER L7508, LRV RRWEE, AFLEHE 12
WFLE OWRTEFE (3) ) IZED DFHEDALIZIISINIH KW= ET D Z
L,

2 P~ 2856, BE, X, BEEEOMBETIRR Thng ((REH,
REARDT) BT 52 &,

X3 DG ADRNCFREVE ) 2, HHRCTHET D Z &,

M4 DT LA L DT ERET D% AN H Y | FRBOMEEDN 2 WER
0 SN TR COXIH ORGEEE L2 &,

9  AFLOEZ)
(1) RAFLFHEIR LB A BINEK O 0E . ALSIHSER L& U AL
RO ONDEHEZBIT LR > T H O Lo AFLETES &35,
(2) WOBFITHELT D AMEL, B+ 25,
O #EfREORKEN IR 2) TRV ARLE
@ AfLegE, A4 . AMLEORAEANOGEIL. FOAFXIIMEE L ORE
FHIRAOFEH) O WAFLE, ((REEADBAMLT 28561%, REEADOKA Z 0T
FMATHI L)
@  AFLeFEOTHE D M TRV AFLE
@ AfLegEORHE A FTIE Lz AMfLE
® AtLEDORA (EADLEEIE. ZOAXITIRE R ONREEORA) L OHRE
N D KA 3R Tl AFLE
(3) ZofhzoREEFRNBRE EESE Shd AFL
NP BRARITR T D ARL
DR PRI X B KL
RE BRI XD AFL
PERAIC X D AAL

® 00 e



10 AfLOZEHLE

11

12

13

14

15

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

THZENTERWREBIZH D LRBOOND & E1T, BEALZEH L, ULz

DNIEDDHZ LD D,

REEAIT LD AKL

(1) REABMLT 25E1F. MLEBCHESSIMORA, 43RS, REATH
HZEDRREOBFREEADORAZFILALTEL & LT, ALERRHFFTHIHK
B3 D LICEABERERINT 2 2 &, HABEARALT 25A1THIEER 3 D
2EMHT DL, B, T AREA, EREAORLIZ1ILETET D,

(2) ZHERO BT, REAZRATLZ &,

(3) MLEXIZZORBEANIZ, REFREIR D ALIZONWT, o AMLE ORFEANZ
DI ENTER,

(4) ARHFREILRD AR T, BT 2 —YoTA 2 BT 25615, 5
AR 3 OFTIR L IFRNCHEI LR AT 5 2 &,

WALE O TETT I

(1) HEREDMERL L7 T E Ak OHIBROEFAN I I\ CTRARMNE & & - TR AFLE
Tl BERERE LT D, 7ok, BARAFLEDS, BEREAMERL L 7o T iEMR & Fhig L
L EWGEEIIALEEOIRIL L 72 2 X 0 3R 2k 572 EREZ TV, 2
RONFITHES LTEBITR R SN WBZCH LN e a X NEINAH 5 &I
L7ZBRIZITR 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
AFLERIHRI TR S AU PRBE K OV O fth B IS K 2 BRI & 975,

AALPRAES:
PHRAIRT D,

AV PRFE
PHRATIRT D,



16

17

18

AN
BRRRE () R

R EE

(1) #wHLEZRE L L i3, Bl Gk (B XV EOEFZIRY ZbT ol
RN

(2) BB LEDEKOMTI L & BT TR L2 iud, ASRRIIHeE
L2t L5, B, SBACHIY IREEZEMT 25813 YEANTHD
L EMEERT D10, HOREAEORIRIRIN A RO H 2 ENTE D,

(3) BFIOMFIT IR MMERE R, B IR 4 TR IRFFEICBI 2 0 &
ZFEHLIZIRHT 2 b0 LT 5,

ANFLBNNE O— %A L5

(1) AL IE. ARLAE . ARLEIE, EERE, B0FE (R 245809 2.,
ALLZRTFIUT R B 720, ZHUZHOWTERENH D & &1, BREE OB % K
LT ENTED, AML#E, CNOORHEHB E LTEBLZHP LI THI LITTE
7200,

(2) MLEXIZZORIANRYEANTH D Z L 2GR T 5720, s E 34
FZE DR IR A RO H Z LR TE D,

(3) AL ERZNCEZ LI=F X, AMUBFICAS T2 2 SidTain, 2720,
Rl 72 BRHIC L 0 FEERA £ CICBETE WA T, REIESOFF S5 #ilH
N TEZE TICBHE LI AMLBINE O TiRZRD ., AFLBRAAREL] & 45 T AT
SHHZENDD,

(4) AFLESUTZ ORBENIE, BRI EEFE O RIZ X D1 E30MI LG T 5 kiR
B9 D2 EMTER,

(5) WIEEAFL TSR & 70 > 7o FH UIFEALICB W TEER L2F1E, D% D AFL
IZBINTER,

(6) FIEALZBM L 720v-> 12381, HEALICBINTE 20y,

(7) AfLBIEIE, ZORME LI AFLELD L, ZRXIBHLEZT 52 &N TE
7200,

(8) ALz L, HEREICKT L CAKLE O H AT EH EHAH & O DR ICo
WTHEICHERR A RO D Z N TE D, VT I7A4F=—0 U X7 FOBREDFERE X
RSN EIEL, AMLBINME LEB FEIAH KOS E B LT 52 &, il
AR T 220D, TCIEIE TERWEANRH 0 | MR RS EFLIER
ERRDAREMENR DD Z LICEETDH L,

(9) THPRER, FALFE DT YE OFRRICED T, I TR E ICA LR



WA, EALOREEZIRVIETZ N TE D, ZOHAICBWT, HiEcEE
Bzl &i3, HALEEED 10 00D 5 IS T 28852 E06L LTGERT LS
LEBTED,
(10) BHBESL, BFLFE OB TS L OB ONT, 37 T4 F = — )
A7 L ORREDEE LD R ST EIE, YEALE 13000 S S i (A K O dh
WMEEETDHZ L, ZOHREITRWT, HEIIZRNGHEEDOET 2B DR,

19 AMLEBAEFICET 2k
T100-0013 HEHP TAAHXEEABI3 —3 —2 BN E /L1 9k
MSZATEE N E I G PR AR G s
B B PR
TEL 03—3506—9428
A—/L 7 R A chotatsu-keiyaku@pmda.go.jp

KRR A — VG ISR DT D @A -ADT v h~—27IT LTI IEENY,



ELHEN

BIAR G 1

i i =

T

ROFHITITZE LEEA,

1 HEEEK %ﬁfkﬂ‘é ENZA L7p0E CREEE, BRIEANSUIEMA TH->TH,
i i D

T

WCHERFREZRSTWDLIEZRLS) KOMES CEEZ SR WE

2 WOBZOIEY LIZFEERND ook 2EMERKRE L T aanE (ZhaEA,
XEEANTOMOFEHANLE LTHEMT 2HICOWTHFEL,)

(1)

RIEIDIBITICE 720 MBI LHRE L < TREZ MM L, 3mitkomE s L <

FEEICALTAEDITTRE LEH

(2)

¢
(3)
(4)
(5)
(6)

INIEZR G D AT 2 9 F 1B AT AR IE 72l 2 LA L IR IEORIIE 2 55 729

EAELTEE

HALE DR EERES T & TR E R RN EBIT T2 2 2

BB IR A DO EMIZ Y 72 W B OB OBIT 21 72 &
ESREAR R TERNEBITLR o T2E

A& TD LT HFEENL - TZH2FEEZRBLAAVWELZ, ZHOBITIZNSZY

REEAN. XEAZOMOHEHNE LTHEM LA

3 REORWXIIERE BEIZEMALL TWDE

= A H

£ A

e

REHE

Y F AL (A= T KL R)
@

MSTATBOE N 5 5 R IR B A e 5 A

oK Mmooy &



I RR 2

A L E = &)

1 & WAMNRATE B RIS 20 5 4 3 L FE 3K

2 & WM oa M (Bidk)
KWNFRIZAALERD LB D

3 SR
R E, ARECOM—UEROIERO LB 45,

EREDEBYD ALWIZLET,

£ H
= A
ESad
RF&E
REEAN KA

M SEAT Bk N R i R S 5 b A
2o #H oY &



B3 » 1

7% (5= R

AT TROZFEZRBEANLED, FTRROITHEITIMREZIEL E£T,
At
1 EET 178
MHESMIRAT 15 F PRI 20720 D L FEEK) ) O AFLITAR 2 ALEFEORHICET 2 —8Io

112

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

MHESMRAT G F R BRIZ 0220 D AR RK) ) OAFLIHR 2 AMLEORHICET 2 —8o
112

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



