A #L

glﬁlé

B\ F

ROFBIEREB A > AT LD T A & ZAEAKRORTES —X

202541H
MRSTATEE NS i R g S TR



MNTATBOE NEER R e S (LUF TR &9 0) 2T O B B e &
AT LD T A & AFEARORSFHES —RUT OV TE, ARRFISED DS HODIEN, ZOA
FLERAFIC L Db D LT 5,

1 RS E
MNATEBOE NER LRSS S S ENk BE B

2 e AFLICEIT B HIE

(1) 4
BFBHESEHA T AT LD T A & o AR ORSFER—X

(2) AAHARR
20264FE3H31HETICIA BV ADEFUIEEZETTHZ L,
(R #HMMEIE20264F4H1HEPH202 743H3 1 HET)

(3) MALIT
ASTATEOE N ESE L ERBERRAE S I AR RO it

3 BEBINEHE
(1) TERIEROESHSE 7T OFRLOFE T 1 KICHE SN D ROFEHEIZE YT HE1T
B SINT D&M EH LRV,
@ BHENERERET DRNEH/ LanE GREE, BIRME A SUIHMBIA TH -
b, FHIRFRE OO ERFAE EZH TN D EERL) ROMPES CHEMEEZ S
@w%
@ UTOHEZOWNTINIEYL L, DOFDOEENH-T1-1% 2E L0 LT
WE (INEREA, SRAZOMOERANE L THERT2EIC OV THEL,)
7. SR OBITIZY 72 0 BRI TEA U< FRLE MM L, U3t o g
L IFBEICBE L CRIEDITA % LI#H
A . NIETRFEFOBET 25T 128 UTAIE 2 fliks 25 L L IR EOHIE 215
DI OIEHES LI-H
WAL DR EAES Z & TR E DR EBITT 5 2 L 2T =%
BB TR DO Y 72 0 BB OB OB T &2 517 7=
IEY RPN 72 TRV EZBIT L2 o T2
LI BOWTIMNICHEYE T DIHEERD T 2FEEGR L nWEE, o
Eﬁ M=o, REA, KEAZOMOFEHANE L THEHLEE
(2) MOFHIIEET L2FHITFEFIISIMSE RN LBH D,
O EREFARFEUIRMTERICEBOERE LT LI-F
@ #EOWRB MG E DRI B L TV D HE
(3) BATH—EHRO RS SINERKITI T, BIH - B <, i oikGE )

&.w.\-%



ik TEBORME] ¢ TAL B, XX IC) SR T SN TWEETH
5Tk,
BB, MESIMERER LR0FIL, B0 EEEARFE ATV, Gk E IS
THNERD D,
(4) BFDIMEMEROTZDOEHEEELZBRLI-E THDHZ L,

4 HHBINEREHERR DT DEH
(1) ZO—EBFBMERLT DL, TR E TICROEBF L H COAHIC
BOWTHEO ) R BRI F IR L, Z0OMREZITLbD LT D,
UHERHITROMLEE BV THRET 200 L, AL S 2 LS
DHEFHBIMOAERE LT D,
UHESHZFA LI R, BT Ll L7 oD TS 5 1 0
T2, ALY D EHE LEEFIT OV TR L)
70k, RO F NS Y B HOW T A RO SN BAITIE. 2 UG
C5b0ET 5,
O TEPIRIERI N bR SN ERFEERTEAE (RETHR &) 05 L
@ BRI 1 IC X BREE
(2) FHOBHHIR L OGET
O MR 202643H3H (k) 1 7HO0O0%
@ %t T100-0013 HEHITRHXENES —3—2 HHESEEL1 9kt
ANTATBOE N SR O R i S A
WA B SRR A5 —F% TEL 03-3506-9428

1 JRALE U THASINERERDO IO OZFFHORMITEFEIC L o0 L L, ki
(2) DOZFEHIRPN GHEAEA~BE L 2SS INE IR D T2 O DEFIT O T
ARpREE L TRED D, B, FBICL2EHOGRBO DL 2L LT00, /FET
DAL, R E & BERT OMRTAR R Thng (REH, RELARDT)
VA 7a N AR

7o, BEIZ X DRHOEE OENERFZNZOWTIL, FedkoFk D Bk 71k DY,
BIIHEHE RS LT 2 BIMERE R IC K 0 MBS U T TR T2 2 &
&L, RCERDIL D IV LD T BRI 2 IR TRV TREA TE 2w
LaEh L35,

X2 G, EE. BERICK DRI KLO LR LIRS & 2R IR O 20,

5 AFLEBHZ O B R OGET
AL AL A2 ORI 2 VISR O 2 BB 3R 2 1T 5 2 & 2975,
GEICOWTIE, Te EMFO2M] 22H,)



6

LRGN
(1) RALICH DDA SOV TOHERICOW TR, LUFOm@Y &35,

O =AM :20264F1H21H”H202642H13HET
@ | % B EMZMANS202642017HETONTRNOH
XA
ST LA I EAE D b o 7 F T LT, BIZEOIFDOHIT I,
BRIGE ATRRGE 1 1 OBOEREHESEE T, A—/LITTHI 2 &,
EIZ T JHRE 2B Bee 12T A—/V CETIE,
1561 5 - B e O OMAEHE OV TT ), T OMALEH IOV TR,
AR R Y EEEOQOMIRKINIC ERR@OERE I A EO B 2 kg7
HZE, Ik, IR OBERMIZOWTIEEIZE L,
® Z O il EFERFHEICEREORVEICOW T, ORI L0 Eiid 5,
(2) RAFUZH DD HEF E R L O W d 2581 12R 5, LLFF L)
() DOIERIZDONT
TRL1 8 (8) ITED L EBFEMMAES (HZIELKRUOHA EFLEEFELE T, LLTH
o) RO DORIZONWTHERZ RO DA, A1 1 0B OEKLEE T, £
—UZTAT ) 2 &, MERSZAHIRNIIFCR T 200, T CIZEETERVWEERH D
ZLICHET DI L, B, MR RBEIRER LR DR H D Z L ICHE
LTk,
(3) ARAFLIZEET L HAARELSOERIZ SN T
TR 1 9 OEARSEE TA—/VEIXEIHRITTT O 2 &, BEMZAWIRITRICER T 72
W, TIEBETERWEAERHHZ LICHET L2 L, ok, BTG U TEM
FHLUAMTEBINE L RIE 52 G T 556055,

© ®

7 AFLEORRMHIR L Ot
(1) Wik 202643H3H (k) 1 7K00%5 (KH)
(2) %A T100-0013 HAHFRHXENE 3 —3—2 HELHEEL 1 9RE
MNZATEOE N EFE 5 R AR G
W B SRR AR —fR  Tel.03—3506—9428

X1 MLFORRL, BIER 2 I TR L, MLEZEHEICANEZ L, 72D Z
DOEEICRA  (EAOEAEITTOLHIUIRES) . 554 HSIITEIE N ESEME
WA A SRR R & Fef) K UMoo H oo A BRFLIRA 1D AFLEAEH
EARFLRITNUI RG220, 2o, T4 FFASINEMEROT-DOER | LRI
B3 OB LRIV TE, AMLEE ANTHFEICEE LWL 5 +0EET 5
k.

2 AMLEICIIREETET D Z L,




3 BHHREIC Y- TE, ALEFICEEE SNSRI YD 1 03—k b
\CHYS T DA INE L7-e%E (FAREOMBUIET) 26> TEIAMEK & 20
T AL HEBEIR DB FER CTh Ol s Th o0& MbT,
AL 7238 KED 1 1 043D 1 0 0TS T 5565 il Lo AMLEAZ R
L2 iuT7e 67200,

4 MLEE, RICEVIBHT 20 LT 5, 72k, MLEFIEZ DR Lo AMLE
ZolEHz, BERXIMVIELEZTHZ LT TERU,

%5 MLEORMIBHAZTADZ &,

%6 JFHIE LCAMLEORIMIIEMEICL b0 L L, Bt (1) OZEHMIRNICY
PR A~BE LI ARLEICOWTAHZI RN E L TR D, B, FFEICXL DAL
HROHDH L LT DN, KT L5610, BE £, BREL OMIATRH AR T
mnE (REE, REARDT) BT,

Fro. BEIC L DR OBEE OBERFZNZ OV T, FLdkDFk 2 ik FiEDY;
BIIHEAECBIRE U724 2 BMEAE S 1C X 0 MBS U T I CHER T 2 &
&L, FLERDFR D 7R WEE T IE DG AT BIE L 2 RN F ICB W CRER T & 220
AN S 3 R R

%7 Eih, EE. BRIC K ARHE O R ERZ I X 7R IR e,

BRALO H R R O T
(1) HEF 202643 H4H (k) 14K00%
(2) Bt R T REXENEA3 —3—2
MSIATEAE NER R O 55 2 5=
CITEEBHE L 1 4B 7afal)
(3) BHALOFENE
O BIfLIE, AFLEXFZORBA 1L EZLHEDETITY, 7221, AMLE XX
ZORIEADPL LR DRV EIE, AMLEBIZERORWIRE 237 b b TT

gp
@ ARLAEIZOREANZ, BIFLRRIRICB T, BFLGIICASG T 5 2 Lid
TEIR,

@ AFLEXZZOMRBAE, BIALEATICAS L X 9 L+ 58uE, ALEHRIEE O
KOG T, B RESUTAFMERRIZ B 2 R 2 4R AR L 22 uEe &
7200

K1 BFIAOBINCOWTHER LT3, MHLEWRRWGE, AFLEE 12

WRLE OWTEFE (3) ) IZED D FHED ALZIISINIH K2 WO ET 5 2

o
X2 P~ 256, BE. &, BEEEOMMETHAR ThRnE (IER,
REARDT) BT &,



3 BGICADHNCTIREZTEY ., HEK CHTmTLZ L,
¥4 BYETIHME EHEHE L DO ERTET 258050 . FBEOMEN RV R
D SGN Tt COXHOEREE L2 &,

9 AL
(1) AMMLAAEICR LIEBSSIMER O NE | MLEIFIGER L E I ALE
RO SN B EHEZIBIT LA > T2 O LI AFLEITED &+ 5,
(2) WOKFITELT D AMLEL, BHHET 5,

O ML&gE, MUEA . MLEORAGEANDOSEIX, TOAFILRE S L OE
HRA OFTLH) DR OAFLE, (REABSAMLT 2HA1E. READOKS 20T
RRATHZ L)

© AFLEFEOFLHE P TRV AFLE

@ AFLEFHOFHAFTIE L7 AFLE

@ AfLEORA (GEAOEEIX, TOLXIIFEE R OREZTORKAL) LORER
AND KA DR TR AFLE

(3) ZofhzDERFTRNPRIE EES) - X d AL

O AFBEMICKT 5 AR

@ DHERRIC K DAL

@ BBETRICL DAL

@ $hRAIC XD ARL

10 AFLOIEHSE
MLEDPHES L, IR0 2T 25 0WE Th o T, BHAMLEAEICHT
THZENTERVWIREICHZ LRDOLIND & 1T, UFAFLEAIEH L, T2zl
DIEDDHZ END D,

11 MREACLDARL

(1) READBAMLT 25613 AMLEICHEFBIMORAL, LHUIES, REATH
5HZEDORRFEOGERBADORKL ZFLA L TEL & &b, ALERHBRFITHIT
A3 D 1IC LD ZBIRERINT 5 2 & BREADAILT 255 130ERA 3 O
2EEHT D L, B, EHETANREA, EREAOKRAIZ1IL4ETETS,

(2) ZEROBAME, BEAZRATLI L,

(3) AFLEXITZOMRBENIL, ARIEFFHEITAR D AFLIZOW T, o AFLE ORI A
HRDHZENTERND,

(4) AR AFLIZT T <, BRI T 2 —8D1T A% BT 2581, 3l
AR 3 OZFHATAR & VTN LB R AR T2 2 &



12 HRLEORESIE

(1) HEREDMERL L7 T EARE ORIBROFFHNIC I TRARAMRG & & > THZI R AFLE
ITolBE#WHHE LT D, 728, BARAFLEED, HAEDMERL L7 T &Mk & iz L
L <RWIGEIIAFLEDOIRIL L 72 5 L0 IR E 2k 570 A 2TV, 2
FORNRITHE G LTEBITR 72 SN0V EZCH b a X MER R & 5 &
L7ZBRTIIZ L WIGER S 5,

(2) WL L T2 D XD ALE LIZEN 2 ABLEH D & Xk, BHITYZALE
W2 LESIMEHENEFEEZRET D, ZOHEITEBNT, YEALED Y H LE5]
DIRNERH D EXT, ZUfb > TAFLEBICBEROZRWERE N Ua gl &,
LB R ET D,

(3) PEMIEOBIFRIZE LIl O AR 2\ & & iX, BEBICHEDAFLEZITH, 72
B, BEOAMLOEEITRKR3EET 5,

13 ZeHm
MLEBICREHENTZEBHDO 1004501 1 0TS T84 ET D,
7L, WEEEFIC 1 IR OmENH D & &, TomkEE 0 # a5 2

KR LT 2,

14 AFLERGEA4:
RREGRT 5,

15 BHIPRGES:
ERRIRT 5,

16 ZI5M
BITRKIE (%) 2R

17 FESE
(1) BAFLZPRE L& &3, Bk (8) LN EZRVZHT b0 L

SR
(2) FEHHBEDZOHTIT & & HICROFATRA A L U, ARRKIIHEE
L2NWbDET D,

(3) RO FIT TG B2 <B4 TRV IR FFE 2R 2 0
EHEMEEEEFICRET 2 b0 LT 5,

18 AfLEMEO—EH L
(1) AFLINEIZ, AFLAE. AFLRREAE, fE, B0E (B S23E0 9 .,



ALL 22T TR By, ZHUTHOWTERD H 5 & 13, BB OfiH Z2 R
HILNTED, MR, ZROORHAZHHR L L TREZH LTS ZLIETE
AR

(2) AMLEXFZZDORBADPYFEANTH D Z & MR D720, HoiEE X34
RIZE DT ST A2 RO H Z LN TE 5,

(3) AFFEERZNIEZ LI2 B X, AMLGFTIICASG 5 2 LidTER0n, 2L,
el 72 BRNIC LV FRERZ £ TICBE TE RWEE T, FBUEROFF S N 5 #ilH
W TEZNE TICBE LI D ALZINE O THRZ KD AFLBRAGREZ] 225 T Ik

SHLHZERDD,

(4) MLETZORBENIL, SRR YL EFEDOIRIZ L DIENTAFGFT b hiRIE
Bd B EMTER,

(5) PEAFLCEES) & 7o 72 B I EAFUIZB W TRER L7231, £ D0%DO AL
IZBINTE AR,

(6) #EALIZEI Lo 72381, BEAFLIZSITE 20y,

(7) MLEFIE, TORM LI AMLEZSHL, BEIBGE LA T5 Z LB TX
72U,

(8) AFLBIEE L, HEREICHRT L CAKLE DR AT EH F AR & O D% Ico
WTHEBICHERR A RO D Z N TE D, V7 T7A4F=— U A7 LORRED M X
ORINIHEIEL, ALBINE I ZEBFERIAH RO a2 B LT 52 L, il
AT 20D, T CIZRIZETERWGERH 0 | A RS TEFLIRER
LD AREMEN DD T EITREETH I L,

(9) HHLRER ., EALEDPFAHEYE OFRITED T, NI TR E ICAL R
WA, BALOWREZRVIET I ENTE D, ZOHEIZEWT, HiElcEES
B 272 &%, BHLAHED 1 0 00D 5 IS T 285058 N4 L L TEkT 52
LINTED,

(1 0) HFLRERL, HALE OEBEREH RO ONT, 7T, F=—1
A7 L OREHEE L VIR SNTIGEIE, LB 13000 S A K O i
WMaEERTH L, ZOEEITBWT, TR SEESEOE T EZRBDIRN,

19 AMLEBAFICET 2Rk
T100-0013 HURHS TARMAXEAR 3 —3—2 FHESEE/L1 9RE
MSEATEIE N E I S R AR G s
WHE PR A s
TEL 03—3506—9428
A—)LT7 KL A chotatsu-keiyaku@pmda.go.jp
KA — VB IERIR D=0  @Z A DT v h~—7IZ L TLIEEN,



BIHEEZC 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

HEEERR T (A—LT FLR)
@

ASTATBCE N 38 b [ R A i 5 h A
2o HoY & K



I RR 2

A L E = &)

1 & BFEBEEEGHRE S AT LD T A o AR ORSTER —K

2 & o @ M (Bidk)

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 &



Bk 3 D 1

7% (5= R

FMXTFROEZRBALED, FiDITA4%21T ) HREZEBT L £1,
B
1 FET 05
ROABHEBS KAV AT LD T A AEA R ORSTHES — O AFLIZHK D AFLE

OIS 2 — 8 D172

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

BB Y AT LD T A T AMWARRFESS —R ) O AFLITHE 5 AL
DRMICET 5 DT %

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. WEHT, BAB LOFEAMOTICEEE O L IR S 7 S O R 1 )t
(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) AN ELRMEREZETIHE - HENDTFHMESBZADTICHEIBEICATLEZLD
(B5) ESFLREFEHFTOMBICIVERERESSTONTEH D

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
T S

6. BRALIZ., EEENOEEND 2GS T IIARMELK T HRITE D IR FVETE® 2 S %S
WCGE L, E B R EREO W 5B X s b\f’biﬂ‘

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



