HAREHR1228%1 15
k2 481 2H28H

HHER R AR R) & OB

JRAE IR I R b R A B

SR TS O % BET B R ORI TIC BT 5 BEFIHIC T

SEEEMATHR] (B3 6 FRAESH 15, LLF THAI Lnwo,) $273
556 3 THITHUE T DS IR 2 BIEH SUTBYYIEIC K 5 b 0 &L B 2 EH]
F (UUT TRERSIES Lo ,) omd CUT DEM#ERE) Lvo,) 1I2onT
X, TR DIEBRICBIT 2 RIVER S O 4R 5 LM TR O—H 2 SOE
T AHEEORMATECET AR EHEHEICOWT) CE%2 01 0 A 1 BfT3EASRA
S 1001005 FIEA G787 SR R R A B RN (2 L HE A EmE L
TNHEZATT,

A%, BHKEU ESESBHFIMERSZ CLT TICHT &\ ),) T3V TR
DEAMENTT I Z CFERIZEHE L, 18R etEscdiis (DSUR : Development Safety
Update Report) & U CTHISIYRICEFERET D ICH E2F A R4 U BEE I
7= L aEE 2 BEEREEI TR O — A2 YOET 285 CERK 2 4 R A7
BEL6 15, AT [HUEES] L\ o,) DA I, EWEE O HEA M
PETENG 1TFETLEEINE LT,

SXF LTL, EARIC L HNEROTEHHEOREFREIZOWT, Fiend
BOEDE LT-OT, BE FERFER ., RS IR L CTEMWIEEET L9
B R N E T,

7%, ICHE2F A RTA ANTESEFHEIL. HETH, #REIHR L0
R 2V 12 LI D T2 OHE TH > T BTz 2 Ve 2 2k
THFRERELTHEHATALOTIERWZ EIHEEREVET,

AL



1. BIEESIC L DBUER ORI 2 7 3558 3THIZ SN T
BEROEHZ Lz (LT HRBEEE ) v o) 3% 2% 2 7 3
55 STHOBEIZH S B EIZOWTL, 1HFE D L oS CUT MEK
W] LWV D,) ZRDDLZEL L LTLE ZATH LN, TORRAEFT LULTD (1)
Mo (1) [2&DZ 8, b, BORREE/T 5% (B SiR5ka Ehi L7280
BECBOEIRGEDO&R 2 5 2 BTV D EIGITR DB ZAT - 1256 XIFBEIZ
BRI O W TRBEKIHE SER 21T > TV D35 E 2R <) ([2OoW T,
RS ] 2 TH O EfiT 5% LoArdid e,

(1) #EKzonT
RS, ROT LI VTS Z L,
T IR AR E I (DIRUR L)
A ENEERWERSERN ORI —E GBI 2)
v IR eMERcTEYE LN IDSURYJ &0 9,)

(2) IBBRZ SRRSO T
FCECTEOFEMCOWTIL, Bl 1. 1Tk bZ &,

(3) ENEERIWEAZES ORIUR—EIZ OV T
SCHTEOZEIC WL, B0 2. ITkbHZ L,

(4) DSURIZHOWT
D SURZAERT DBRICIX, WEREZEMERFHREIZOWNT) (Frk2 4
12 A 2 8 HASRATFAT 1228 45 | SIRAI BN AR AT B
FI@En) (ZHEIL L, B 3. 22T 5 Z &, ks, WSCTRET 255
HSCOWRMTE LW &, 72720, SXEIT 2Lz
L

(5) #HEERAICONT
WEERE L RIS LTRICE D 2 & &350, GBS,
WIZHBT % B LSO B ORRE & B RS 2581213, SN TEAEN
R AR O (LT TS L ),) A~ RV A Y MBHFA

AERRICARR T2 Z &,
T ARREE OFREEAEIT, JRAIE LT, FSESUISME THID TYEL
PR OIGROFHE N IR AT s B (LR TBARERSEER ) &
W9, ) OHHAZBEDORRH &5, FRERREE R BEAEIZISNT



WD T Y FEHBRIEDTRR O FHE D Jm 73 70 Siv7e H AN OGEIE, 4i%ih
BROFHE OJE ., EEORERAHMICE Y TER SN HmEEE D
S THIERRE 21T 9 2 & HakpBrREEDs | A ESUIANE CTRE U TR
RSO LIV GE, AR OER B 2, B EXIFMEIZIB VTR
D CHREE X IRGE RO b B (AT TEESEAER) &), ) OHH
IZHEDEDZ LN TE D,

728, IEBROFHE O H A L2WIEAITIE, TRBR I G ] S
TV D FERIR OBMHE A RER 352 &,

A PHREZ L OFEHRE ZFERHRE IO B LA, PR L oE R
DO EAEHE AR D ARSI M O T B L FEREE OYIERE IR D
TR AR OBIAA FICTREERNE U2V E9ICT25 2 &, TORE, P4ED
& DFEHRE DRSO AN M AT 2 Z L ILTRE & 523,
FRAEHEAHIEIS 1 BN E 22T H T L,

(6) HWERBHIMIZOWT

WEFBHIRNT, JRAIE LT, SRR O T, FIEIOTEERE HEE
EEREH LT E, ARZRUGT 5 IR L m 242 £ coif L
THZ e, L, BOIRREFMT 2FITL HIRBRICE W TL, FBRo
FEREEAIDS 1 ARG O A IR E IIAE L35,

7285, TRBROFHHE O H 2 B U WA, RS mEICFidE s
T2 FEREHF OBRGEH 226 | SEgRKI O TG 2 S92 SU B %
ZHIET 5 B AR~ RV A v MR AR E T BREUTEH) 12
LIV L ETOHMETHZ L, 12720, BRBEIRKLOFTEDT-D DA
BRIZIBW T, 23RO EREHIM 7Y 1 AR OGS ISR IR E L+ 5,

(7) HERIZOWT
YRS 1T, FIEEAACHIR 2 L, 2 OHIRON T L5 2 HUWIC
WET 5 2 &, AR A 2 A RIS T 25681, 2O EEAN
WEHIRE & 70 %, 7RFREUG X IBHFE BRI DR O BT, 7K
ROEEA L IFBARFILEORZMO A G 2 ALNIZ, it (1) o7 &
OAIZEOHETDZ L, 728, 2 AN 60 BITH7=72W A1, 60 HLA

NIZHET 52 &,

(8) PBHFEZRWIRTEr§ 2585 C OV T
TR, PSRRI TR S D Z BN TRINLGE. XK
PG THZ B W TR MR O M FHORIZERICRHHES 5 2 &



NTEINDHEETH- T, BRAEHEINS T, IRESFHORIZ
T D TOHIR, FEREEEZEET25A4E, THIREGRIVERS%
ot R OVRBRBEIER @S 12 oW CFR 1 843 A 3 1 BAFITHASE
BIE 0331022 5 « FAZFEE 0331009 52 A T MBS AN B Pl
MR - ZAKIRIREA, TR EIER SRS R OVRBRRIE S A 1
DT O—FBIEIZDWT) CERk 2 041 0 H 1 AT IEREAIE
1001009 5 » SEAZREEF 1001001 S /EA I3 @A KA 5L R A S PR -
BRXRBRIAAFIC LY —HSaE, DL T TERREA &) ,) Dl
Wo7. (3) . (£) @OIZHSE NEBRIREIWER - BYERE GRS RO
] 2R A~ RO A v MIEAE MBI T2 2 & T, BilE,
FREZ ORETIRNT &,

Rk, FURREEZEE L TCOWLHIRR S RetiEFROIUEICSS S, B
%@ﬁ%éné&% (X, Y EENE A TEBR AR T K ONRER FE MR i 5

RHFEERMEE A~ S5 Z &,

4 %%®ﬁ%uﬁ%@¢% SHEGIOFEIHR S 2 B 2551, Tk

(9)

(10)

OO 7. (3) U. (v) 1FES5E NRBREREWER - BUYELERHR
R HE] CUF TERMEERAHE] & o,) iR E~ >R
AV NERERAEAWRRICERH TS Z LT BIR, FRE OSBRIV L,
¥, ZRRREHONRO 7. (3) U. (V) @OIZOWTIE, HEZFER
WEOERELEEZT-bOTHDLZ L,
Flo, ZREREAORGRO 7. (3) T, () OIZOW T, B35 (1)
DT MNHETIZELAEDETH L,

B OBHR N SN TV DEAIZOWNT

I, JFRIE LT, —AIE ZEIATH 2 . BEOPIER
R VAT re N %@%%%@ﬁﬂﬁ% kC*O &
&k[ﬁ @ﬁ%ﬁ”mfNVﬁy DIRBR 7y RE 2 TRk a2 22013 5

AThHo T IR T T & _Eﬁﬁﬁ%ﬁa_kﬂﬁék%z%ﬂé
k%i\%mL%%%EVX/XVF%%EAﬁﬁummﬁé_ko

HFERHRE N2 SN TV AESITOWNT
PR L D BERE A2 DFE D LE T T - T A EAITIE, ATREZRIR Y — D4

K2R L, KT 280, HRFRRES 8 L O#EL Db OEREET S
Z &,

BB, —OFERBEZERTH Z LN TERWVE X(TIT, FOBEE 2RI

AL OfFBMRICFLR L, LRIFERT 28 LR 2 &, BHoinRE



Fiftid % H A SRRz i 5 5 E bRk TH 5,

(1) #FRHEEER OCHHSEIC oW T
EAR T, EARDE L 12 MR~ 1 ¥ A v M RERRIC, FEhE,
FIB 3L T 5 2 L,

2. ASEEN O AR OWT

(1) IRBIKEE (A DIBRZ 32§ 58 2 FR < ) IR D FERMEIC OV T,
T2 441 2H 28 X VEHT 2,

(2) ER(Irb 5T ERk2 646 A 3 0 0 E TORIL, IAEREHES (B
SiRER A Zhitid 5 H &2 R<,) NIEHT 2RIERSER O EMH ST, 72k
PERTOBNZ LD Z B TE D,

(3) HOiRkRZ FEhd 28 R DFRBEI OV TIE, P2 6427 H 1 B
ST 2,

3. Zofh

23K S DERIRR O EfE O FEIEIZBI T 285 CER O FEAER D 28 5)
20 SRR 2 THIZHLEIZ I < VRBRIKHEE > D IR TR AT K& OVSEHE R O K
ASOIBFNZ DN TIE, T A O 7% 3 A ANICIRBRZE S Hrt A2
K OENEERIWERSEF ORI — 52 | BIROS B NERZ NG H
DS | IZHT L TR IUE RV &,



1

G

AR EOR BN

. VR MERCITEEEEE (IR 1) DIERIZ DWW T

(1) NEBRAG RS ML, RBRMKIEE CED IR RS (T 07 7
v MR OETFOMAE DR TH 2 OHILIN) Zitdid 25 2 &, [A—B%sy
IZDOWT, BEOIRBRR TS DFET 255 ICIX 26 2555 2 &,

(2) RS54 i, —f%4% (J AN INN) Zit# @i KO RA%)
THIE, FRADIRE S TORWEAITIE, ZEMET52 L,

(3)  THr5E4 | MRIZIE, FAEICTIB W CRRICROEIREDAGR A 21T TV D [E3K
OTKRFIH AR 2 B e 32168 (LT T—&RER) £\\Wo,) I&h
ST, YHEIFELORTEA LT 2 2 &, —ZRR TRV EITIR, 2=
WE5Z b,

(4) THEROFREL M, AL 720 OBy D EBENIND L DI
#WIHI L,

(5)  HIEJEHER B X, [F—Rr st 5 1T46R 2 FIEIOTRERE HEE & 4k
JH7ZFEA B 2R 2 2 & F—AREIT oW T, R DOTERE R
NAET DA TN ENOE OISR EE % Ja 72 H B 235y
ML EOFHT D L,

(6) [BAREFRHAR ) M, FAREESEAER (FEHH) Z5ad 52 &,

(7)  TEESEAD] M, BEESEAER EAR) 2i#d s 2 &, EEsHEA
H2AZRWEAIZIE, e 252 L,

(8)  [HGEHH HJ MZIE., —EIRBRICH - TE, YERMPRDETHID
TR ESNTAFEA BEREHTDH 2 &, —BIRRCRWEGAIZIE, ZEiMeT 5
&,

(9) TSRy MICi, Y EEOBEEORMEEZ LT 2 2 &,

(10)  TFE SN DRIEEXITZIE ] MITIL, MR O TE S5 BIRE U E%)
ROETERHTH L,

(1) T PESNDHELOHE] MICiE, YR T E S b HELOH
EORTEFLHEHT HZ &,

(12)  TRAAEAIME) X, YEICR T 5, EREWERSER 2R L
WM AT 52 &,

(13)  TBHFEOHE) I, MEEHHRE IS ENDIEROBFFEZFLH T 5 Z
o Flo, F—DOHEIEFNTOWTHEEDOIRIRZ F L TW 255121, 18
BT C AR AZRLET 5 2 &, B, [F—ARIGTITONWT, B 5105



it s E O TRRZIT> TW D SEEIX IR 00D K H5iiid 5 2 &,

BAFEFRIL. YRR OB >N T, TERRRBRO —ffagHz oW
T) CFi1 044 H 2 1 BAHESKSES 380 SR AR R 2R Bl
Film) (ZHEU T, 3 T, SFIMELTETL 2L, 2B, AWFHRE
HRBRIZOWTIE, ZORHEHTDH 2 L,

(14)  TFEBSREEICB T 28GR0 X, KE(AS0T EU 123 THEGR
RS L CWAEEIZIE, ZTNEORGRES « ARFELTEHT 52 &,

(15)  TEERIEHSEFPRBLRGL #ICiX, B0 L0 ) Litdo |, H
WNEERIWEHSEFIORBLRN % GIHER2) 2T+ 252 &,

F 7z, BRE 2 ORIERSHEGIDOEREITE (774 & FEGIO RN
E) ZHOWTHRET A Z &,

(16)  TEHERWEHA L OZEOMOZEMEEROERMN GERKRRRT —4 ., 4+
EERAER T — 2 K OTilRiE 7 — 2 %) a5 E 2 7 R O Ao il Al
. YREARA AR, EICEN CHE S IR OSMERG R RER C
EFE U7 S RIVEHSEREBINE ONC EFEBHASHEA: B 2> 5 B S - EERIE
FHEEEG| OEAEFEAN, TRBRSE0E B 7RG FRER D OHIFL, RSN T
DSESUIAME TIRTE STV D AICIRIEBRIC B 72 8 % [ T4 AT REME
D& % il ik DL MG I OTERUIEE O WS 2 FeHd 5 2 & flakic
NeoTUL. DSURDOHNE BRI, =27 B T 4 78~ —) ZHARE L
ENIZIIT DHRDL. 1RERMKEEE O RFEA4 BN L TRtsd 2 2 &,

2B, FLHEFHO TR TEREH T ARWGEAITIE, S TR &%
V] Rt L., BIHEIRT L TELIZA RN &,
RERKEE OB R, UTORNBREELHLOTHD Z L,

7 LI AT P O REINEHSER A B £ X TR D BT TR
U 7= R ETERHEE ONE K S B DA HOW T hit#T 5 2 &,

A YRR AL TRBRIEE DS TRE U e B R e e R 1 12
DX JRBROPERF AT HFHISCEOUGT, RS EOET,
i EOWEEOWET, AR HFEOERMIEE (] LOEERSE) OUGTIRE
DB ZITo 720, XITEHIT O TENRDH D, TOBEBEEZED Ciedid 5
Z &,

v ANEREFROGEIL AMNENZ I DIEBRIKTEE O Xt & B ARDOIRRIKEE O
KISORIDN D X H IR T5 2 &,

T CYEGHA BRI RGO VRGN B, BB L B X HALD TR
VERSSE GO A TSV CEdT 5 2 &

A BT O A £ TS DT SRR O AR EIC IR S LR
BRIhe -, EERAE ROAE (KRR, HELRN, #2772 E) 12501 T



RLAT D Z &,

71 eERREE, AR, BT ONR, mlnde L) 5 - 5. R

JRB L DRUREZIEE X TRHIi L, 2oL FHT 52 L.
(17 MEB o T

7 AHMEORL KOG A LT D 2 L,

A WEREHAEZEE LESAICE, BFEEBATEHTLZ L,

¥ KGESUEBARE I KV | YRERERE D R & R AT KRR
A XIEBPRH IR B 25eH 5 2 &,

T REERE IRV TI, EESeEE CEE T OERARREROH B 2OV TREHE
THZ L,

A R EEBR UGS Th o T IR Z IR LRSS 2 BB 25 & &
(%, BAFE DO PGSR OHE T, BIRMERF HE AR~ R U A > M
FAECEFIEN LFA B 2#flT 52 &,

B ZFOMEFRRFEENSIULTHET D Z &,

2. ENEERWEASEF ORI —E GIRER2) (2250 T

(1) FEBENZIBWTHIO TYEHERFEDOIEER O FHE O Ja A3 72 S vz B LI
(2, EINCE S eiai DEE Sz mEE e BWERSER 2 Rl 35 2
Eo MEE ] BICiE, BEISL, b —ER~DE#EISRETIHT5 2
& B B BRI AR SN T B L EIRFE SN TR Y | BEAGE
DWIENZAR DIRERD b O HEERIVEHSIEG OB 2 — R ORI L
TW5,),

(2) TEWEHSHERORE] MiCix, ICH EFREZEMFESE A AGE R MedDRA,/
DIZEDE, WEHRSEIT &I, WU EAGEZ IR L CRliiT 5 2 &,
7285, MedDRA /' J 1L, ML HAHIMHIZE —D =Y a v EEHT5 2
L,

(3)  TEWERSSEGOREERN ) MCix, BWERSEFIORE T L1C, &85
BIRGFADEFHIIEBFIEL TITV ., FEAGEOEFHIHETIT O 2 &0 [AI—EH]
DO THEEL DO BIWERSIEBIDFI L TV DAL, iS4 & 72 2 EIE
HIEFZENEN L L CRRETHZ &,

(4) ZEPEREEICIL., YaZyBrsRi 4R 2 EN T HEHE H OIRBR OGRS
BT LTIRROEIRE R ORI ZitidT 2 2 &,

3. D SUR®DERIZHOWT

(1) ZEMESRIER
LEVESIRIE BRI TR I T L L 3 2 28, SME OTEBRIEE DMEK T 5 D
S URZ#EHICHWAGESE, ZeMSRIEHR E U CTHEH IS IR

ENENTEMSNDIERTHEHSINTWDEILDO LR E03H5H, DS



UROZEESIRIERPEN THEHA SN TV DR E L B 5856
(1] - EIPNANCRIFEH DA « SEIESEDOENZ LD | JRBREEEE OB
BALER DT A X AETHEEMR SO NEITHEN & 55672 L)
%, T ERRZ MR X2 ORIRUICFLHET 5 2 &,
(2)  FAARGHIME IR SUIAE T U7 B AR ERER ORI
JRHITE U TIRBRIKIEE 23 F2hi U 7= AR BR ORI A Fidlk 35 2 & hooih
BRAKHECE D3Ikt U 7 BEARERBR O A i 0 15735613, LEITS U 18, i
KGRI CRON BRI (ICRE#T 5 2 &,
(3) HEERFEREHE
JRHI & U CTIRBRKIET 23 F2 09~ 5 BRARBR O HE & SRR FHH Hoa 1589
5L, BARERSHLAE H %D 6 OHEE REEME HE RO FE NN R E 255
(1] : MEEPERIED AR ST BEELL ERFTE STV D567 EL) 1,
ED LD RIFETHEE LB EIIR L TV D UIRE LT — 2 O
EERFHTH L,
(4) FALVVARNKOY~Y —FT—T VDT —H
SMEIDIRBRMKFEE S MERR T2 D SURIZBW T, FFEDA EFLOEL
WDNE & [EN TR D56 (]« TR I8 TR 72 IR e OV 1
F = HR— 2RO BRI & STV D EEFRS AWEEEGE B A3
HEEFEROBR N2 L), T4 VA MY~ —FT =T N~DFEFS
DOYHFEMEN 72 2 Z L 3B D, ZOHE . BN TR HRINE L= CFf
IR AT I LZRMERIGRD bz & F L, A TRR VRS
PRI 52 &,
(5) >C#k
SCHRAEIC IS ST A R AR R MEF I OV TR, WFZEsd, REE s
EIZEDIL L TS TR, FRPREOFE L 2N T2 EanTnd
23, HEREICD SUR ZIEHT 28558125 - Tid, BEICHIBICHRE Sz
Bk« FEWEREDB L OFRMIAETHDL Z L,
(6) =0
RIS NS O B ISR T R E B REMO OB TAFTLHZ
ENHEERGE (B B SIRBRZ T 251X, 1RO IS 2985k
IO WE O, SMENCIST D ik B R, M. FERRR T
— A FEZOWTOERIIATRREERIGEN S D) TOEZD SURIZH
I DL,



Chll#fa%=C 1)

ARREEERHFREUE

RERRLSYRES HEfELEA B

5B FFERRGEE B

EfRE4E B

ARFAR

DERUVHIE ;s E%

FESND
BILEESIES

FESND
RERUVAE

& B AR

RN

FEREEICE TS
AN

EERIERSE
E I FE AR R

EFRMEFRARUVEDMOR
SRFROKETE FEEREK
AEBRT—4 . SEERKEAERT
— A RUTRET—42%) %
BEARBRUZTEXE

5%

ERICKYBRBRREUETFREEZITVET,
F A =]

FAT : GEANICHoTIE, £ 2EHRFOFER)

KR GEAZH-TIE. EHRUREEDNKS)

WITHRZEAERREREBREHEESR K

(E®)
RORESIE, BRIFERKA4LTEHIE,




(ll#f#x=X 2)

ERNEFRMERFEMNDEERE—E

Bl 1F A 5 E 51 D8 585 A 44 &

BlEAFEN DR
i & B H [ 25t

#=EMNKDHE

#=ENKDHE

&=

LT HEMYM F A B ~ : A B
REBEHBRE
ElEAZ%E DAE . MedDRA./ J version( )% E A

CGE8)
AMORESE, BRAIXERBMLETEH L,




(2FHA)

F A =|
AREZEHERROFREE
EEEREEO R
B
B BR 1T [ B
B
mERIKEE
(% %F)
(RKRHF)

TERDABRICELIREMFERICOVT, FREEEZHLET,

it
o SRAEBAIHAR -
et 0 ATk =1
£ B ~ # A
BEERE ARERGTEERS ARREREA
REHEMIMOF-AReXE ( OF O#& )
ARIKEEDRAR
AR M RITREHME
RTER OERNELRFRSFEFORRKE—E
OF 0 ( )
K4 : i@ -
$H L E BRI TEL : FAX :
Email :
%
(EFE)

1. AMMOXRESIE. BRAIEREMET DB L,

2. AU FHERAC TARZREHERFREME) RV TERNEERFREENORERR—ZE] 2564352
&,

3. T4 258 HEx. EESBROKICELTCHEE. TEHEOLI L,




	【確定版】定期報告通知_鑑・別添
	【確定版】定期報告通知_別紙様式【概要・状況一覧・病院宛】.pdf

