33 Mw% h‘&\’srﬁ _?.,

EEEER0221515%
Tak2 4282 1H

EWMERNREEETES B & K

EHEEERRMDFEETHR

BOWRREZERLLE D ET5H L 5EDESIRBROHE O
JE ST D RN ONT

BRI OWTIE, TEFERUED RS > AR EO—8B 2 IET
BIERO—EOFETIZONW T (T 1 5458 1 5 BT ESEIESE 0515017
EELENEBEEERESM, LT TRAE®RM 0o, ) RO TELRBREE
BLED ETHHICLAEDIBRLIBBROHEOBHEICET I EE I
T: (EL2 08 A1 5 BFITEREAEE 0816001 FEAHBHREEAN
FBEEEERESRM, LT BBEER v, ) BILiVER-TERLZ
5T,

S, FREEODRILERA D, BHERE2EBLL S LT 5HMT5—
DIEBREMEEICESE . SR EEEFSBICB VO TERTERT LIER
(LIF T&MaRiBERER) &), ) OFBEOKRESICETIEHRVIZHOWT,
FTREVHEOLEBY L322z LELE, T, 8T TH 58S
EfEL LS ETHEIC LSRR BBROE OB HEITET AREV T
W) (FRE2 28128327 AT EEERR 1221 B S5 FEASBEEES
RAEEETEREREM, VT EFEEEE] Lvo, ) onT, —EMEE
EITH & LI, BEREBACKESGLELEZOT, B THREZ LU EZEE
2 L THEAWEEE 4 X 2 HEEE T,
&%\xﬁﬁwﬁ%m%w\ﬁ%ﬁﬁ&uﬁ%ﬁ%@ﬁéﬁmbtbi#

B
1. IRBROFEEDFEHIZOWT

(1) BOWRREEEL > L4540, BHE (W3 5 ERE145 8,



LR T ), ) B8OLM2E2ERUEI0LMIF4HEL VI
WHEERITHE (B3 6EFAESE LS, LT HEL 2w, ) &
26 8EDRFEITLY, MIITHEAEEL ERERRAEE (LT g
Bl 2w, ) KEOHELZBITHRTRIE 2L WERIL. BEBRET
» (2) OTFTOOIRTHEBEIBRIBRTHAZ L,

(2) ZREZILRIGRICBVNTE, B, 140BREREFARELT, &
EERSE L AR T o %, XA TERTIBRELEL &L T
OIEHHERE L YR HAREMARHAEE CUTF [BHtEE; &
Wh, ) ELTREITFHAZE, Z0BE, BHARELUNADE OIT4L FBE
BERETHD, BB, BREEEMANE L CRRNERELHT
MTERVVEBROEENHIBESIZN, ELRECENN, SRS
BRTHDEILADND LIICEERCEE L CFRPRETHA D b,

(3) MBEROFEOEHE LT, HAE2 7 0&0HAFEICEY LE (1)
ODBEBICRIFHEEZERE L IR (1) OBHICRZBRERT
LELSEFILELE &l 20ORARUVEBEBSLBEICRITHZ 2 &,

(4) BBROFHEHSOREICOWTH, REICEL, BEBIDONEER 1 2
H4 XITABMOMEERRLICE YV ETHA Z &y,
kB, BECHAL, BHORNBEEZANLEZCD—-RIEDVD-R (BL
T TEFEE) 2T 5, ) 1 REFITTERTAZLENEE LN &,

(5) BBHERESOBHEEFERICSOWTIHBNE 1., SPEOA TSRS
OWVWTHANRZ, XMLXEOBEFEE (R¥—7) 20 THBIEESIZ
FBZE,

2H, XKMLYZBOEEER (RXx—~) BOETF 7 7 A VIO TiL,
BB DR — L~— (http://www. pmda. go. jp/) MEAZEEETHA - L,

(6) BMHHZIZ>H»TIZ, FRIE LTRIZEE Z &,
O TRBEFEEE _ _
7 O EBEBO0FXRO2EIERZRBOHEBIZLHIEE (UITF 30 8HA]
VD, ) RRELDIRBFEREEOEE
REIT, ER2H, EROEL IH, BEICEMNTREEE 5,
A4 30 BAERBAOIEBRIFEBEEDES
REIX, EAH (BEFEAZRETAHEAILZLE | EAOE
L1, BEIRMNTREZER 2T,
@ RBRHEEERE. BRRPEEE. BRETEELOHEDILES



 BEIR, EAE (BTEAZEHRTIEACI1IE) .

(7) BHFEHRIZOWTE, BHOBEIZEU, FRELTRICLAZ &,
O BBRHERE (BEEMOMKENL)

7 UEBHICRABBROHENRIOOBEEOHREE A LOIIONWT
Z, IBBREREENOOBRBEAFTEI XIXYUEBBOERTFER
D Eb 3 1 HUERNCBTHAZ &, B, YEEolER
SELEAMGEELT3I0AZEAL AR TRITRIZHRRIERME
HOIRBREEZAF L, IIUFZEREPER LU bn e

A ERTUNADEBRHBEEEICODWTE, IBREREE L ORRE
AFFEE TN %%@%K%mﬁ@d&<k%2ﬁﬁﬁﬁw%ﬁ
ZELTBITHAZ L,

Q@ EHREHEEEEE (AEAIOEEL2)

7 BERFHBECEENSELLISS, BRIELT, BRIEES
EICE B RERIECH @wmé%@fkém\& %%5$ﬁuo
WTHE, ERE6DAUNICE LD TBITHAZ L TE LT 2V
k,

Z7, REORBHEEERELZRITH TS 6 24 NRBT 54T
CHRBRTEREEXNEBRYIEREESBITHIBES, TR ETIIRAL
TEEEFRIZOWTIE, BRETEENRERTIEEERICEE L,
BiTHA L TELXZNT L,

FEROBEF D ARWELER T EEFROLME UFERIE T
¥Ha—FOEHE
BAERFOWEIZHES ~REELOEERL D] ANRESOE

BROBELLEDLROVESECHEOEE
. ﬁﬂ%@wiL%%méﬁ@&@%%&oﬁl%ﬁfmﬁhz@

BEHEOERBOEF DL WEEFEDER
. %&ﬁ%@%(@ﬁﬁ%ﬁ%%<o)&U%ﬁ%%%é%@%m

EOHIRE CICIRRREEM A CERBEEERSOBRER DK

4. TBRH#EE, FTRRUIRADER

BROEROEHFBRUEBIRIERO—HEZETHE (R
BT (CRO) ) DEA, FRERUVELT2EEHEOE
WA ONZEIN A UV R ‘

EREHEORARUEFOEE

- RHBEEEOCRSL, FTRERUER - FAXBEOE EHOITIEMN

BRUHIER (EESOBYEHFLEES NS LS BEAEE L TEL

k)

HEREREDRSL (HEBOERLHEDLRWVIEALOEE R TUR



FEOEE) RUEROESR
- EREFREEOYIRRE IR - ERDIER R UFTEH - REE
EEBOERE
- BBRELESORL R UL OEE
TRER S RERT D K4 OF T i CNBEIN & Ok
- EREFREEICBITARBEOTERNS (ANF) BERUTIER
BREBODER
- RROEBIBIEBO-HLERERBENSSHTHIHE (G5
Blas T iEEE (SMO) ) OR&A., FARUERTLIEEGRED
EFIFNTIBINE OHIE
© PREEFERSOREBEEFOAMEUHEHOE T CITEME L
HUBR
A4 BRBHEORHFEIZSOWTEL, Z2O0FEFOLEOFELRER
Bz, BHEABLVEETLICEMRBICRELETY) 22 REEL
W ok,
v JEHAERE, BBRO B UIMSREOEEIL, IBRHEEER TR
CFHROBHEBET D &,
2B, ZHFRERBRICBVWTENRRENEHZIT /2%, 1RE
BEXREMTBMEEET 256811 BHAEE N RRIEEFREL
JBITHB IS TELIE I RWI &, EFE L, MEERTHEE 26 94
BIIEICHE S-S5 H (SRARHEL T B ECEHEFORVWEEIZR
5. ) B, BRICEH I TV M E R tRIaBRoOIER o FE & [
ThHABEICEY  BEUBBRHEETREORBIC L v IRBRETEOEH
BREINEBGENB L EICEETAZ L,
T EFRVIIBTAERLSOBEROFHRIT, FEHOBERAERLLD
ETAENZLTHIZETELL RN &,
ERETIEEE (BEEMOFIHER3)
RREHEEEICRBRAT LI NEBEEE LR BITHEA = &,

BB THRE (BEEMONEER4) _
BRHEREZ LIS, IRBRART LEETERE RS BITHAZ £.
® RBRERHI® (2) OT7OQHETIBAIERETHIERICENT
IRERBELAT 3 O HLUINIZIRBRETE ORI =T 2 BA1L. BBREBAET
I, BREBHMOFEZEXN1IZFEL, EEELEEETERCE-HBD
HEHEETAHI &, '
2B, BBREEOCBHUANCEERS 2HE61L. @EEERT DL,

(8) WMERHZSWTH, BHOMEICE L, FElE LTRIZES D &,
D HBRHERE



7 HEOEREECHRMATREEI, ROEBOTHDIZ &,
HFREEEESOEBRE, %ﬁ%ﬁ%%mﬁwﬁmg%
LAIEROEB AR FMCEY LB L ABERAT L-XE
R e EE
A TFH—AF a2t MCBVWENARBAIEERFEREE
(ZHBRLFRBRIZBNT, T FNOEMEFRSE TR ERED

LOBRHANENABEID ES FDI B DERMTELLTELE
IRV E, )

EFZEEDRAR (BRERFEEICB T, EFHESE D
TAREFEPHHIELBNDSIHGEEX., BEIRETHEZ L, )
L BRHOBRBREEEE (RROEHESIIBVWTYLESAEIEN BAS

TEHNIN TS LDORRFanTohiE, X THLA)
A4 2EBLUBOBBICRMTREEI. kKot Tthr L,
- BREELBSOBRRE, EEEERBEOROARES
LI OERABFNICES L EM U8B e L cE (5]
BEEHABROH 2R BEREVCEROBEICET A28 R LS5 b
DTHHIE, )
TR EmETEE
AL TgdF—b R ariyr MWL ARBIERVCHE CE
(ZHERRERNERIIBW T, FNFhOEBEBRBE CRCLAZD
LOBAWENAEEIZE., FO5b—20RRHTH L TELE
ZIRuN, )
- EFIHREEORAK RBREEHEEFCRBVT, ﬁﬁ%m %ﬁ
?ﬂ%%@#%“Lmﬁﬁﬂé%Ai BHIETAETHD
- EHOBBREEMEE (BROFEREIC WT%%&%@ ﬁ%
TERWINTWALOBEMfEX T, B Tha)
@ REFHELEEE
VEIRL, EEFEEICBTLER
RERPILESE
VEIZRT, PIbBmicETo2EE (PIRIZEASE TOREEMICE

THEREPZDLDTHLI &, )

(9) BB B2 LR TAEAI0T. BHOBIIEREIN®%OBRRSTE.
 ERFIOBRBRSRETRIIHON-IEBHEAES, FEOE LA

AIRRHERECRHERATH L -ETGY L HEBHT - &,

2. WBROFHBIRLIERERIIONT
SORFAEOHBLLZIE DI O>NTIE., BERBIIO (2) oA42ky
BHEINTZEZATHLAN, ROAIZEHETD I &,



(1) 3O0BMAEONERELR LD, RIRTHBREIZFRIBROFHED D

L, BREVEIRLECIEBNTD TACRETHILOTHH Z &,

O BHAREBFIZD 6T EELRUBICEEIRGEAR EiE
REARESRET, UTHEL, ) 2ZEZ0TWAEER (LT BER
RERLE] L0 ), ) LHERSDPRRDEY

@ BEAGSREELELAYRGERE— O Tho TRERENRERD
)

@ MABEXRLEAVRHOESEHERELIEY (ORUCOITHET
Lo, BEAFEREREASR & L THERFAFIRELTOIZLETE
LTWB L0 CERRUAOERS L L CRIERFEABRBLIT
TEEFELTVWALDEERL, ) -

(2) BLEBRAYEHRL LD LT 5FBIC L A3BBICh-> T, 1BBOEEY L
LD ETHRECL > TERICERINTZIRE & F S R U 58K E—
DIRBETH->TH, B ERIN-BBROKEE - Y%B RREPE
BLE S T AFICLAEBROBREREENE—DETHLIGESLERE,
SOHREORRERD I &,

3. BRTILEEE (RBEDoOJHEEE 1)
EBEBROHEZBITHAEREOBERIC W THRIETS 2 L 2BE LSS
WL, BREREBEL, EEAABEETHEBERLCRITHAZ &, AHE
HIZOWTH, BIR1L 288y A2k, £, BEPIEEB A EEKIZHRA
THIL,

4. AEEOBERERIT N T

(1) BlEs1, 2. (7)) OFHEICOVWTIE, ¥k 2 4F4 8 1 BURICBITHR
AHBBRHERESICOERAL, Y249 A3 08 ETORIE., EETOHIZ
LBZERTEDL, B, HHOHE - NIV BHEIT a8 (F

24481 BLOEHCEBRMHERESRHELEZLOEEL, ) Tho
T, T2 A1 0H 1 BUBLIBRBRS#ET B, EEICHE, &
ORI 2 — F~DEEIZOWTER244E9H3I0BETIZAETED
T,

(2) £% (1) A OEEIZOWTH, Fri24F4 8 1 BUBZBIHDE
BREtEBIT N TR 2 45 4 A 1 BLUBRICETHERBRHEBICHRLRR
HEEERE., BRETE, BRTLEBRUCEEF LB COWTEAT A
Er L. FRK2 443 8 3 1 BUENCE T H- RSB EE IR A IRBEHHE
FER, BRETHE. BBRYTERERUBEEFILEICOWTE, 2B



Bz X B2, RBRAUCESWICHEICE D BT HS Z LEELEARNE
Lo



