A LB OB F

77 v N HEVEERY — L O EE

202646 H
WRSTATEE NI S i R A g S TR



IRSTATEGE NEIE L R OHAE (DUT TBEE) Lo ) MT9 7 7 U REIHEIERER
YV — L DFREIZOW T, HEEEIZEDALODIED, ZOAMLBGHAEIC LA LD LT 5,

1 Y
MNATEOE NS R SR O S R
2 BAAFLICET 2 9H
(1) 4
7 70 FRLHBEIRR Y — v O
(2) P— AR HEIH
2026F9H1HNH2027H8H31H
(3) WAL
MSTATEOE NER I RS S FEME Bt

3 BPEBINER
(1) PRIEROSHSE 7 0XLOE 7 1 RITHESN A ROEHICE YT 5 H1L.
BAICBINT 5 &R EH LRV,
O YERKEHMRET ORI EH LRWE CRAEUE. IRV SUIHMBIA TH -
T, BRKHRED - DICHBERFEREEZFTVDLEZIRLS) K OMES CHEMEZ1S
RN
@ UTFTOHEBOWTINTEY L, DOZTOERENRHT-HK 2HFE2FE L T
WE (ZHERBIAN, ZEAZOMOEHANE LTI IOV THIAEL,)
T BRI OBITICN 2 0 GRS THEE L < IFRE A HMEIC L, U3t o s
L IIBBEICHLTREDITA%Z LK
A . NERBEFOPIT 2T -8 TN E 72 ik 2% LI L < TR IEOFIE %15
LI DICHEA LIE
WRLE DRI EAES T & UTRNE DR E BT T 5 2 L 2T T=&
BB SR A O M Y 72 0 B OB OBIT & 151 7=
IEMZRRERM N7 CRNEIBIT LR o723
L HIE B ONT NN Y T D EEND > 124 2R LA nEE, RO
JBATIZHS =0 REN, XEANZOMOEHANE LTHERLEE
(2) WOFHIZEYE T 2FITFFIISMSERNZ LB DD,
O BEFEEFHE IR ERICEBOFRIZL TR L =H
@ REORBSUIMEHESBEIZE L TV DE
(3) RATTH—ERHO—RFHSIEKITI T, B - B{E IR Md& oikGe)
X MEHORMESE) © TAL, B, IC) XX D) OFRKITHKEMIT TS
HFThbH L,

AN



B, MESINEREZA LR WEIL, BONIERBEERF LTV, B &2 S
TAHVENRD D,
(4) BRFSMERHEROT-OOERFEEL BB L-ETHDH I L,

4 HHFBINEREHERO T DERH
(1) ZO—EHPFISMERLT HFIT. FTRRORHE TIIROFEEZ B COAHIC
BT 5 2 Y E IR L, Z20REZIT2b0 LT 5,
UHEFITROMLYEFE BV THEET 20 L, AL S 2 L&
DI ZFHRB MO ERE LT 5,
MHBEFAFRE LIORR, AR &l L7212V IS H % L v
WD, AL DD EHW LI W TR L)
7. BHH L E L D S HEHICOWTHIZ RO b 5812E, 2T
Cob0ET 5,
@ ATEBILREERE D & A SN - BREEILEENE (2E)ITH &%) 05 L
@ RIHAER 112 X BEEHE
(2) BFORHBIR K OGHT
O B 2026447H220 (K) 118004
@ %P7 T100-0013 HEHTAAHXEEZE3 —3—2 FiEAEE/L 1 9RE
ARNTATBOE N S8 L R AR S A
B P S240RR K055 —1% TEL 03-3506-9428
A—/)T KL A [chotatsu-keiyaku@pmda.go.jp]
R A — 3RO, @II@QIZEXHZHZ L)
(3) EHOEHITE
O JRHIE L THASIMERHER OO OEFHORHITEF A =ML b0 L
L. kB35 (2) ORI Y ~TE Lo RSB R MR O 72D OESHIC
DOWTHDZRBHE LTRD D, b, HUENLDOREA—LVDOZEEZ S > T
HoET &3 D72, BT A— /W%, RERMUIADO 1 210 0% TITRIEN 7
WISEITIE, BT OB B 22K0RE (03-3506-9428) (THEEE CHERR T 5 2
L,
@ BrA—LOHELIC [MLESL] ZiEfL, B A A [Stt4, #
YHF L R ONERE ATRE R R 5] 24T 5T 5 2 L,
@  1RIOEE TEMATERWIGEEIX, BEEICS T TEHETHZ &,
@ $EHEEFHITITXTPDF EATER L, 2NvH% 120 PDF 7 7 A VITHEG D
b BT A28, vl AFHOXOIY VHEBITE D X9 L, FHONAEIC
SONWTIE, BB INERHEROT-OOER (1) DIEELTHZ &,
® AMLEX T7 MLEORBEIRL ST R0 b, EECRE L, 5
BINEKHERDOTZODOEIH L L BICE T AL LN &, B A—/LTEA



SNIZAAEFTES LT 5,
©® EFA—NTRHLESS, REHRANOE T A —VZEDHR TS R2WEE
. EHE S L5,

1 FRICLRHLBEOL LTI, FET 5413, BE &, R
JEE DA R TRng (IREH, REAMDT) MNMEHTLZ L,
Fro. BEIC K DR OGS OBERZNIZOWTIL, FLFkDF% 2 Bk HIEDY;
ARSI B U7 Rk 2 B MRS 1 0 MEBHZIE U ORI IS CERR 95 =
& &L, FERDIE S R WEIE TEDG AT RE R AR IR W CRE T
WG EITIES &35,

X2 G, EE, BERICESEH EFA—AERS) RO R mEiReEnE
TeRR TR 220,

5 ARLBAZ O B E & O SHT
AMEIL, AMLAEAZOREICE A, EMERH L5832 L L5,
GECOWTIE, T6 HEHMFEOZA 25H,)

6 HER%EOZA
(1) RAFLIZD DB HAAEFIZ OV TOEMIZOWTIX, LTy &3 2%,
O ZWM: 202646 H2207H20264E7H3HET
@ [\ & H:EMZMAENS202647H8HETONTANDH
XIFHEEH
AT LA A 23 b > T2 B Tkt L CiE, [ OIREF DTS,
BRIGE AR 9 OB DB E T, A—MTTTH 2 &,
B4« RE 4B Bee 12T A — /L TEMTE,
[RIZERE S R OV DA EE IOV TT 9, £ OMALEE T VLTI,
AIREZR IR Y EREOOBINIC EFL@ G EICAHE D F A2 HkE
52 &, B, WRHAOBERIZOWTIEEZE LR,
©® = O fh: EFEFEICFEHOZWDEIZOWTIE, HIEOHIENIC X EiEd 5,
(2) RAFUCH D5 3EHF ARG R Oy (i d 558 1CR 5, BLFFRLC,)
() IZTOWVWTOHERIZHOWT
TRE1 8 (8) ITE®D D ¥EBINMAN (BEFEEROHA ZtESEL2 5T, LUTH
C.) MO DRICHONWTHER Z RO 256, AARE 9 OB DKM £ T, A—
JWZTIT D 2 &, MRS T Vs, T <IBEIZETERWSGERH 5 2
CICHET DL L, el MERERNEAIER L R D AREMNSH D Z LICHET S
Ze,
(3) ARAFLIZEET 2 HARE LS OBERINZDOWT

SNCH®)



TE 1 9 DEAZIEE TA =M TITH Z &y BRIZAMAEIRNITEICHR T 20, 3
WHETERWEAND L ZEICBETHZ L, B, LEIZS U TERIEUSMNCE
MINE & A2 G T 2560805,

7 AFLEOR LR K O
(1) R 20264E7H22H (k) 17800 (XHE)
(2) %A T100-0018 HAH TAAHXENRE3 —3—2 FHEMNEEL 1 9B
ASTAT B N 23 5 R bR S A
WPHE PRE S200RR R —1%  Tel.03—3506—9428

X1 MLEFORRRIX, BB 2 I TER L. MLEOLZHEICANE Z L, 7
DEDOHKIIKRA  (EAOGEIXEOAMIUINES) . 554 (SZATBOEANEK
b IR AR SRS SO YR L FEE) KON Too H oo A BIALIA] D AFLFE
e ERFBLARTNT RO, B, 14 BASINERHEROIZDOEME)
EREAE 3 OFTRIZ OV TE, ARLEEZ AN EFEICEE L X 5+
BETbHZ L,

2 ALEIITREEZRET L L,

3 BHHREICHY o TE, ARLEFICREE SNSRI YFeHD 1 03—k b
\CHRS T 252 INE L-4% (MARBOMBYET) 26 - CHLEik e+ 250
TALE L HEBFIR OB FER Th OBl FEE Th o0z Mo,
AL 288K D 1 1 04D 1 0 0N+ 5854 i# LI AMLEE R
L7 ud 72 5720,

¥4 MLEE, RICEVIBHT 2O LT 5, Zods. AMLEFIEZ DR Lo AFLE
ulEHz, BERIWMVELETH I LIETER,

5 ALEOHMMIRHBZTADZ &

6 FHIE LCALEORIIIEMHEICL b0l L, Eid (1) OZEMIRAICY
PR A~BE LI ALEICOWTAHAZIRIRE E L TR D, B, FFEICX DAL
HRHDH L LT DHN, KT L5, B &, BREE OMER AR T
g (R&EE, REAMDT) B REETDLZ L,

F7o, BEIC K DREOGE OBNERFZNOW TR, RREkDFk 5 Bk HiEDY;
BIIHERE S BI2E U724 2 BMERESE 1C X 0 MBLICE U T I CHER T 2 &
&L, FLERDFR D 72 WEE T IE DG G BIE L & fR N F IZB W CRE T & 220
AR ES 3 R R

¥ 7 ARG, ERE. BRICX2EH A EREMIR 2R X 7SR HIEER O A,




8 PBHFLD H R OMGFT
(1) HFf 202647H23H (OK) 14K30%
(2) Bt T FREXENLE3 —3—2
MSTATEOE N ESE S EREEA O 56 2 3=
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,

@ ALEXZZOMRBEEAL, BIALGEATICAS L L 5 &3 5%, AFLBRIRE O
RDIZIE T HREIAFLHERICBI T 2 ZRIR AR TR LT i b
7200,

X1 BL~OBINCOWTHERE L7503, LRV WIGE, AFLFEHE 12
WALE OREFE (3) 1 IZED 2 FHEOAFLICITZINTH R WO ET 5 Z
L

X2 BILA~ZINT 25A. BE BE . BREZOMETH AR TRWE ((RFEFF,
REARDT) M+ 52 &,

X3 DBLICADHNCFRAVED 2, HERTHET D2 L,

WA DT LA & DB EIRET A5G0 H Y . FEBEOLEENR 2R
0 2N TRt COXMHOREEZ LN 2 &,

9 AL
(1) ARAFLFHIEIR L7 BESIMER O | ALEIFISER LB IIALE
RO HNDFBEEBIT LR -T2 O LI MLEEN & 55,
(2) WOKFITELT D AMLEL, BhET 5,
O #EREEOK G 2) TixZe v AFLE
@ AL&FE. AL AMLE ORAGENOEEIE, ZO4FR TR L OE
FRA O DO WAFLE, ((READRALT 25E1F, READOKAL Z T
RATDHZ L)
@  ALBFEO T I TR AFLE
@ AFLSFEOFHARTIE Lo AFLE
OALEDRA QEADEEIL, EOAFUTRG T K OREFORA) LOREEA
D KA DTV ASLE
(3) ZofhzoERFRRNPRE L Shd AL
O AFBRMBICKT 5 AL



@ MR L DAL
@ BEFRRIZE DAL
@ SERRIZ X A ARL

10 A%
ALEDPHES L, IAREOZEH 2T 25055 Th> T, BPALEZ A EIZHT
THZENTERVWRIEICH D LD LD & XX, Y ALAIEH L, X E
DNIEDDHZ ENDH D,

11 MREAZLDALL

(1) READBAMLT 25E61F. AMLEBICHEFBIMOKRAL . AHUIES, REATH
52 EORFEPEGERBADORAZTLALTEL & EBIT, AFLERHFFIRIRK
A3 D LI X AT E RN T2 2 &, BREADBALT 256 130#EX3 O
2EEHTH L, Zob, FEHTAMRBIAN, HREAOKL T 14T TET S,

(2) ZEROBMIE, BEAZTATLZ L,

(3) AFLE XIEZ OREENIX, AR D AFLUZDN T, o AFLE OREEANZ
D EMTER,

(4) ARUFHZEIFRD AMLIZT T BRICHET 2 01T A% T3 55515, Bl
AR 3 OZHTR LTI LB R 2R T 5 2 &

12 B OREFIE

(1) BEREDMERL L7 T E MRS OHIBROFFANIC I\ THRARA# & & > THZh R AFLE
Tol-BE=WHE LT D, 728, RARAFLEED, HREDMER L7z eIk & i L
F L <BEWIGEITAFBEORI L 725 L0 MR 2k 57 EiEZ 1T, 2
FIORNFIZHE LIZBIT R 2 SN2 0BZLSCH B0 e a X IR & 5 &l
LEEBRICII LW GE0nd 5,

(2) BRLE 72 D N E[EflFE DAFLE LTeE D 2 NUL EH D & &%, BHHITYZARLE
L UEBIMEEEEZRET D, ZOHAICBNT, BFEALEFD S HL L5
DIRNERD D L EE, 2> TALFEBICEFRO R WRE N Ua5 &,
LB R ET D,

(3) FEMASEDOHIFRICE LI O AFLA 2 & E 1L, EBICHEDALEZITY, 72
B, BEOAMLOEBEITRK3EET D,

13 ZKem
AMLEBICHEHENTZEFHD 1 004501 1 0N T 5844 ET 5,
2L, MEERIC I R OMEA D D & & 1T, ZOukEY) 0 AR E R

KeEmET 5,



14

15

16

17

18

AALPRAEA:
ERRRT D

TA IR
PRRIRT 5,

SCHAGRA:
HRERE (R R

T EE

(1) BAFZPRE L& &, Bk (B L vR\EZRV ZHT Lo L
SRR

(2) FFHRLENZOTT & & IR EITTLA M L i, RS IIHEE
LanbD e+ 5, 2B, RAICHLY IREELENT L5823, UEANTHD
L afERT D70 HOREHEDRIR IR ZRD D ZENTE D,

(3) BKIOMFITTTRMKER R . B2 IR 4 TRAE IR FFSEIZ B 2 B0 &
EHEMHLEZIIRHT b0 LT 5,

AFLB I O —fRE 5

(1) ARLBIFE X, AL, ARLBBE . EARE. B0E () F2RE0 5 2,
MLLUZRTHIE R B0, ZHUTOWTERENH D & X1, BERE OB %2R
HTZENTED, ML, ZROOARHEZHB E L TEREEZH LI THI &ILTE
720N,

(2) AMLEXIZZOREARYZUANTH D Z L 2GR T 5720, HoatiE X34
S DR TR Z RO DH Z N TE D,

(3) AFLARERFANCEZ L7=F1E, ARG AL T 5 Z 13 TE 700, 72720,
Bl e B L 0 FREREA £ CICBE TE WA T, BEIESOFF S5 #ibH
WNTEZLE TICBE LMo ALSINE O Tz KD AFLBRAARAA 2 4 AT
SHLZENRDD,

(4) MLE T2 ORFENIL, RO L EFE ORI L DIEDNIAFLSGFTD & &k
B HZ LR TERNY,

(5) VIEAFLCHESRN & 72 o 7o FE AT HEAFLUICIB W TERR L 72 F X, D% DAL
IZBITE R,

(6) WIEALIZBIM U283, HEALIZSINTE 220,

(7) ALBMEIL, ZORE LIEALELSHRZ . ZEXIBOHLEZT 22 LN TE
7200,



(8) AFLBINEIL, BEREITRE L CAFLE DS AN 385 S A e O i D 2212
WTHEICHER A RODLZ LN TE D, Y7 I7A4F=—2 U X7 LOBREDHERE X
DR SNTGEIE. MLSINEIZES ERAERI R OS2 ET T 52 &, W=
IR T 203, T CICRIZ TERWGERH D | MERERDEFLIRER
ERDEREMENDH D Z LICHET D L,

(9) WHFLIRES ., FALE DL E O RICHED T, BB TR ICAL R
WIBAIE, BHLOWEEZRVETZ LN TE D, ZOHAICBWT, EiEcEE2
Hx72L &%, HFLEFED 1 0 045D 5 YT HefxiENes LTEERT S 2
EWNTED,

(1 0) FAIER., EALFE OERFERESH L ORI ONT, ¥ F I F=—2V
A7 ORGSR X VR SNTGEIE, TEALE 1300 SR TR K O
MEEETLHZ L, ZOHEITBWT, BETEOSEEOERZRDIR,

19 AMBBHAFICET 2%
T100-0013 A TAHKXENSE3 —3—2 HEMAEE/L1 9
MSEATBOE N EHE G R A O s
B BEERLRIRR I 46
TEL 03—3506—9428
A—)L T KL A chotatsu-keiyaku@pmda.go.jp
KIEREA —VBHIER R DT @A DT v h~—7IZ L TLIEEN,



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



1 A 770 RHAH#

3 RS

A

AL Fo  ow

AR — IV DFRE

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

AT TROZEZRBEANLED, TROITHEITIMRZEELET,
v

1 FET 175
770 FRIEEFIER Y — VO] OAMLITHR 2 ATLEDORHICET 2 —801T%

2 ZETLHHH
GE H H ~ & A H

{8 AT
=  t A&
(A -
(AVEEZ VNS S )
ATl (B4 )

REANKA

ASTAT BB N R 3R b [ IR B e B BTG

/El\
O VU R



BIAERA 3 D 2
% T R

T TROEZENBEALED, TROITHETOEREZEELET,
v

1 FET 175
770 FRIEEEIER Y — L O] DAL 2 ATLEDORHICET 2 —801T%

2 ZETLHHA
#= A H ~ = A H
£ A H
{E2 AT
= A&
T £ &
f# A fE fr

Arie (ks )

RE ANK A

7oA N E AT

ATl (B4 )

BAE AR A

TRSTAT BUE N B3 o R I B e B B
2o oH Y K K



AR 4
MNZATEGEN B GERES RSN h

WERFFEICET 2ENE

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

v

1 Wb, AFEBZRITOLOICHERE (REICREE T2 5205, BITFRC,) BAHEAR
RGBSR SEEE A, L, AMEBZTHHETISEN, £ET 556, GEMEICE
JH, TEREZZTLb0ELET,

2. WEHIT, AR LOFELMOTICERHE O S L ITREE I 7 S g ORI 3
(LAF TARERESE R &0 ),) & KMFEBEITOLDICHEREZRFE ZHITKH LT
FRWELEEA, L, BUTOHDICONTIIMERBRICE A EE A,
(1) BN EBE LR EZ T 2R CRRICAMTHoT2b O
(2) BN EME L VB R EZ TR TREICAHTAE L TV izh o
(3) MW EHWEL VTR EZ T ERICEtOTFBICELTICAME o7 b D
(4) WEAEDNEYRMHEREZAGTHE ENOTFREFZADTICHEHIEICATLEDLD
(5) EHXIIBHFTOGHICLIVERZREESTONZHD

3. WML, KUEEBZRITOLDICHERENZAUNOE CHERBRREZBE R LR NWE 5. ik
ERiEEzEz#HELET,

4. WEHIT, AMRMEEREAMEGZOAXEHRE L THERAT A LD E L, o BEIZIE—
ERAWEZ LER A,

5. Wi, BHAEOFEIC K D EATOKF R LIS, AMFEBZRT O DB 2 i/ NREE OF
P2 2 CAMEME R EZ BT UIER N LEEA,

6. MRALIZ. BN O EREDN H D5 A SUIARMEG K T RITE B ISAIF 1 W2 SR
BIE L, UXREREF ERIE O 20 IR K0 55 b\tbi?

7. MﬁﬁK@%£®W§:ﬁﬁbk:&’iwﬁﬁﬁ%%ﬁﬁﬁﬁb\%%%KE%%%E
LEEAICT, BEESc LEoBRELEE WL ET,
B, E!ﬁﬁa%,\_owf I, AR LRI TR L CED DAL D E LET,

8. ATRETFIL. AMEEGK TR OAMRESFROPWEEL KD B ETHNAART D F 2
%l}g\l/iﬁ‘o
LIk



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



