WAL 0729 £ 1 &
k234 7H29H

HFEERNRMAEEER (B) B B

JRAE A8 IR SRR dh R 2L B X IRAR

[PMDA AT 47 €] OFHOIEEIZOWT (BREWY)

EHL ., ERESMEOREFEIT o S E LR, BELY, TRAVWEEWTNE LD
5T,

T, MSTITBUEAERGERBRAAHME (LI, TPMDA)) BERLTHWS M=
KR ERERERAEEY—R] (B PMDAAT £ 8) {20 T, ¥DOEK &F
RREDD, FErk2 261 1A LY TEEL - ERESFRLE —CABRAOLHO
FRAHE ] FREL, WERORNEED TERLLIATHY., 4. R0 LBY,

ERARHMESDERE FNERE L TUBEBREICOVWTRYELHELEOT, BMbYE
LETS

PMDA A7 4 F B3, ERERE R OELERGEEZFOR T OFEHEZZE L. BAK
SHER, EUER, #A LoEBRUETETRAS, EXL, EREREFOREMRE
1R A TEREETF A — M TRBEITREL T E—ERTT,

SEFE LT, 5% TEREERCRERFEEA L, PMDA X T 47 E &2 THHER
WWIEA L. EER - ERERSOBIERFEHERET H>DOFROPEIIZHOND L&
SREMEBEVUET, E-. EREEICBWNT, BRICBEITEEEOTLOOERIO
B%E. ERgAEHYE, EXMTEFHERMEE. ERERTeTRRERFICH L TH
MmEha Ly ZEEBEVCLET,

7235, PMDAAS 4 F EOBREICOWTIE, UTFTOURLMLBENVLET,

http://www. info. pmda. go. jp/info/idx—push. html




&

E3E - Eﬁ%fﬁﬁﬁﬂi"ﬁ“—t zﬁmofgwoﬁE&&A
s

SRk 2347 A
AT BrE R AR R AR R

1.

Zﬂ*"ﬁ(ﬁ/\lz%nnl%ﬁ%%@ AkkE (LT TPMDAY) X, Bk 1 74 L0, EE
REFREESREY—EA T [PMDA AF 4 FE)) 2ERAL, EXRS - EREHE
BOREHEIC T AEREREE A NVEEL TS,

PMDA A5 4 F Eid, EEHEORE MFRETEICRIETE 2 bOTH D, EMRME
HEA~OLERNEATEL T, BEYSOBGER i{flﬂtﬁ MATHBY, 2OV —ERDES
FIR BNEROBE CHHEN I THRWIRIIT

FE%@@%$&21¢E*TﬁEﬁ%Fﬁ%ﬁ&%ﬁ%%ﬁ%J&LT%mLt
Eﬁl}%‘zﬁé’i B0 B T _EDER ) OBETIFROATF T WALV T PMDA
AT 4 FEADBEFRERE LizL 25, BRLTHD L ORIZETFHER £ E AR
D 40%IcE EFE 5T, L LERMEG, PMDA X5 4 7Y ?*ﬁ%‘ FREGEL TV
VL LT MR EOER] OERTIFROAFRHSEL PMDAAF 4 ED
HRMERRENRTEY, ?ﬁﬂ%d)?&@#ﬂihéﬁ%’(%oto 7. ERK2 24 Al

[REFFASEOREER CERIED D OEERITEO S Y FRNERS) RE 0 E
Lt (EEFRRS IO OOERMITEZED RELIZOWT] (BEES) T8\,
EFEIC BT ARSI AMEOV L2 LT, REMIEORBIEY —
A (Fyirar—n) ~DOBGEGEHETRETHD. | LEHSL TN,

. ERAHAIE, PMDA A5 4 FEic & A IFHREHT VT, %IJFH@{E:E%B’I A7
WOYEELALNCLT, &bICERRBEEO=—A2BE X cbnL L, PMDA
AF 4T EO—RBOBGHEELRD Z L E BRCHEBS N SOTHD,

2. PMDA A7 4 FEDHE

- PMDA A5 4 F- Bk, BER - [EFMROZSMHSIC T HREETF A —VILEo
THEA \-EE{&TE)'H"—}: ATHD, BUEEHBTHEAIIL PMDA OEFERERK
SRR — 52— (LIT TPMDA fF#dRibR— At —3 1) (http//www.info.
pmda.gojp/) CEFA—ATF L REH BT B NERD D,
' PMDA iRt — A— e SUFIORT @S ic BT o 5o e s h

1



TR T BT A —ADELHCEYE B,

QPMDA A5 1 F & TEHE SN B 15
s e S
EERS - ERSESRE e
R EoEEUGETRE N (BES/ERER
R RERR B I i@
L AR (Z T A TEIR ; B3RS ERER
| AGRIES (ERMERRS R
PMDA EfZz 425
E SR EER (DSUDrug Safety Update)
£ OMEERFER

3. BREBSOFEE
= E sy AT, L0 &80 Bl S,

O #1E T 224 115 16 A
E . (1) FyiaA—NAP—EAOIRIZTONT
(2) ERzm :
(3) . ABOEDH
O #2lE FHL2341H26H
W (1) REIZERA~OMNI2NT
(2) E’f“ﬁ'#tzwﬁ“"’*ﬁ lZ N T
(3) T - %%r‘m‘*f—txmb'aﬁb_owc '
(4) aﬁ&?ﬁ&

 EEATRAICIV T, PMDA AF 4 FEDY—EADEE, AEMREGTIE &
BESBBEN TS AT Y OERSERN L, BREREMNSEDLDOY—
tx@&%ﬁﬁkowfaﬁimmﬁbnto | |

4. BEOBRBSNRLAE
ﬁﬁﬁ@%ﬁ%ﬁéhk%ﬁ&@%@ﬂm@%ﬁl@tﬁ@ﬁ%otb




5. SEOBE

BRAHMAETOIRELZT, ERl4icitio Y., PMDA 238\, PMDA A5
F O —EAOHKE, BV EA TS, PMDA A7 4 FEOBRGHERIT, Fi
29 4E 10 A 81 HEBE 30,457 trCh-7= b8, L 234 7 B 28 HIRTE 40,065 44 & 72
ol EOITBEOHEEZED DUERH D,

At Tz PMDA * 5 4 F C OBEGEE M ST T diziL, B &%i% . OPMDA -
AF 4TSV TCREMERS Z & RUQY—EAOFIERZF X5 2 L BAKETH
%, , _

DIz 2T, EFBREEOS KR CHAIC L 0 RB~OEME L TR E 2
LHTHBHNB, &bk EES o0, RAESEMERIC RS Z L BBRETHD, &
#%. PMDA BT, BTMEELE~DLEEE, PMDA EHRitA—A_—D0%EL
L AR, USRS RIEZ ) —T Ly MOEEMEE L TER L, B
Y- AOFEMER>TN & T35, :

- @IV, EFES TORIERER LS 5720, PMDA AT 1 T EDORMNMEL

LT, FRR234E6 A 20 BLY, ROK D RHREER -2 [= 1 ERSEER T — LX)
DHEPEBIRE Lz,

< A BEEREER—ER>
 RRERLEAERRABETA LT, %ﬁ@ﬁm@#ﬁi%\4/§t:
7¢~A\%%WHE% WA FE~DY 7 2 —EROF TR, BETE, & |
. BESTTWSEEBITONT, %%ﬁéﬁﬁﬁ%wﬁéﬁK%Té%ﬁﬁg
%mént%AL¢ BERRNRSNDR LIRS o, FIRFAABIRSY |
v A XTEBHERDEL Web HIZERTE BV —ER - :

X Biz, H—EROFIEER_ LICEEL T, BRSO SAT— FEREL 557 8%
.%ﬁﬁ%ﬁ_%%&%wabfw<ﬁm
ST R OSER TOR AR LT, sk coFRBRE A Té&kPC
uﬂwFﬁﬁ%%&ﬁ@tﬂﬁ@ﬂﬁ@ﬁk%ﬁﬁ#é & =
- RS L OIEBREE LT R L, ﬂﬁ%@#~2_ I R E N
HEERET AL <
- FIAE O =—XIT% mbtﬁfz/T//(ﬁ 25 A0, MOEIEROEINER
) ORELEITIZE -
-ﬁt&ﬁﬁﬁhﬁﬁ%LM?é%A@ﬂ%%«@@%ﬁ&%&%ﬁé &
2T, PMDA IZBWTABBRET L, TR BONLER LT 2L E LTS,
E Tz, A%@%ﬁ%ﬁ@%M&ﬁﬁf%ﬁ@%M%%ﬁf&k f~»mu%ﬁ@ﬁm

3



DD, PMDARADY AT LATREY A LY —Ip S LNZ LD SR ORI 2 —
NMESEY—EADEREBFHTHREI L, F—CADEEEZERETI L L LTS,



(HZEE) A~ (%7 0L ARG — (& | DB hOA—¥  CEROBN IS 5
- . | . WW@%EE@K@&IKANV

YR > b G CEB—GEIE | R~ w212
A CNL— "G BEOE— T WL Z I 222 WED _ ,;#,\_Piwﬁ%ﬁmﬁjww@ewm@ﬁ

QAR REVLOMW— WAL CKTEMERHT - WK RENUTO | CTOEAHEES TEZERH WHEZ 22 BR

. NE/ERR:: 12 ER 20

‘ . FEHE GO SUIE I VAN séfslH e T
CALNHLERZHE G L TN LS (¢ | DX WO RAMERZHET LEYZ Y2

R RO DD (BN — ¢ %) BRSO BEREIKO
CUNAC T RIS IR Y'Y YN T I HEREYYHe

S PN R AN PN

GRS EEG L >
2orL(mra SHUOGORFBABMYN °F
| M2en MY LHMAEE 6L (U FT~01
(WEMHEL | DMHZEXOTIHEE D ¢ ORBY 081 £F

Jk@wqu,n_u&@mm%n@ ZLBYRIEZFRZ L 1L 2 —4Y 2 O | ‘S HX) YO — LYy °G
Ag%mwﬂmm @Vﬁ%&wﬁ%eﬁﬁmNﬁwﬁeA —A¥sE)

45 62 f0) (2~ Y LERCOTIIEE) TR G HTES . TR SHEEE
T | | | BT LHRLNE (D)
" A . BN

E1 M Co s A I GHIBATE © O L S
HEY\WEOEXSRAVRECH O o . \
HEYBEAERTHNYRE 1% e - HERROABE 10



9

QUBOAL VLY VAND @2 8SZTIHNOYIE "MEZO~EHSZ T
NLTO U £ L OISR P — K QBB Y ARES
WG — (DG BEA L P L VAND O~ 4 L7 LY ETE)

YCLBHROSEHSOYEREETY DI CHOEWHTHIYEO

(H 92 i T 82 ds) Y “HRZUFEGT (ALY Lr
VAN " (H TT~ § 0T & 55 o) VHTZHFENLS L VYD £ G CE @

N2 LEWHEET D UL YR O YA —FY

, (28
ZEROE—T ) 22 @EN
R E O~ EWEEE AL & L < VI -

TR LT L
CEOEMLA—f DN ICECHEMO
LA—f HL TU—LEAL L] FRODATS -

| YO LB UKD I YN G TRIAES
dC2 (4 6) BNEE NS LM NN ST YU TEY
CRBETE QYOUMONENY HY LTI T2 R 7 2 >

. UNBEC T LR TIN A
B R G U DD BRI LR LR 2 6
YO LWUEE TN O~ EWEFRTE B VCNBUIE 2y
| _ ’ L CUNEFAORE
RO TOHHEWEYRRE WAL 44 AE—ERI G
LA QLALATS DRUD “HICT TIN QSWEV— 2R

HEOA ) feLOGEE A~ L -

L oMY AN -

R OB OB 2R -

AP oy L gau—x -

O YT O XHSIBY X 2BE Y QLAY QU ¢ A R BHC TWANEMLE ¢

EO¥YA—4& (8)

| "Ry RO CUIYHE
SR CRTENY 42 (FURFRI L

 EVCENCTOR

| Mk PEOB D MME 1206 T 2




‘LR

T RERERD Eﬁ@$< grﬁgﬁﬁ%wﬁﬁﬂm@q%%@ﬁﬁ
W WBET Ly 4] TEQEEET] TEY - RROFMEM] "HoOXO
| MO REZHEY SHFOA L EL W
WOER “THOYK £ 0 A V& 21U IRKYSE ARG OE RO
ch MM 2 TE O B — ¢ R P b L L PRO

T RO BRI C AT E S
WTENEEBHYL ¢ T 2L AL

W E S ERN Sl YT/

FHEOEH NS H-LUR MENE BRI

R

|TETCTTRoEH LNCAEHHOFE

RGN e | ) [ e AN A

%WEﬁgpmﬁ\hhAIVK&WW$ﬁ

ﬂewﬁwv

nwgu‘.n\

LR2WMNOA LY LE VAN 2235 NSA " HHUNSZRMEE - T
: Q1D ¢ LLG Ly
W RAL—( LEZUYUD OHSWHEHE " YSTHOSYURLEYHO
U BRI ETEIYE 2R UT CHEEBE T O~ @
S . YK Z

20 B LMWHUBIG— KB N EY LNCNRLOEE R TR

WEH 2L ARLI MAUL—=F= (B C1L— QAL £LF VANIO® |
AT UG I

(0% 7 OFILTR LA SN B0




4 W— H SR OTR TN
G 1) BT
(F220%) 2VCAEROEROGTHE 7

Y =L o Sl

A Wam [z]
_ EEISA VN

VSOJM@@%R@M;B HEZALVLAVOE T
@;OJﬁkmﬁbﬁemﬁtﬁm W2l— gk UYL T

&7 ((EE O~
QRO NEE)

070 ‘L3 TS/ T13/05%08 ekt /d] "8 "Bpud "OJuT AR/ 03]

ﬁ@mﬁ_@ 8.2 "ON)

817 ON [BUIRITEHELT - WIET] B €2 K €y TI0ZM

SR ARG
D QUNBURWEY BEURNTESHBHET - W) H¥

T lZFH 60 (MO SRENMTITHE) VOd
BB oYM |
! T3 - . . . . 1
( £2/80/1102 ) ROWSIOHE BARNTESRNES - WEH)

ru%v,,\nx«aﬁm_. !

ﬁim%ﬂi%&&ﬁﬁwm.m.

LAOF 228
N
X E NN
B oo ( TWIY 0T0guezuE/Uszle nyekT/dl o8 ‘epud "OJUT "Ask//: G313 )

| b GHMET THUTSE SR - B
§EVYUNMED D OFERURIHEE ()
H 97 B 01270102 '€L3°oN) [BANTLEHEMHT - ¥HH) B |
#P%ﬁ;ﬂ&%ﬁ%@ WHH

(@A — € YAV ET)

(XA~ € EHDHD)




B ABIFBEEFE TOBRHE~DOER KR
(*FR23FE6 A IRTE)

Bt TE ALV BRI

BR=R L0 R, RMRIRS

OBRR~DULHA xﬁﬁﬁ«&num‘mmmﬂ
QA—ILTHOGETOEA~OBRER

OBRAAILYT BT —ORE2MEED (27)
QA= IHO LA BYTHEIE) COPMDASTAFEDSHIS L8 138

BFEDS S(2A)
ORR NS AG DERHR OBMs-ososapaEERBAY
O= AR SEECOES. F5o8H gﬁaﬁﬂ?ﬁﬁ S~OTERAERB IR/ T RO SECH
OHMIELE ~DESRRLLTABER, ORRSTORBEREL. £5(25)
REERa O= BT FHESLE (R EEBREER b3+ —4E) TOER. F |[OF—AR—S~DRBL.
= ™ B R E W 1) COLE BEL. B4, BlRERET
SoRf S e e Am L. AT
OBRHADYLHE BARKES) OBRA—SAYLHT B/ F—DBEGA)
PRSI OA—NTAL AL COER R~DBIIER OBRA— T A NEBFALEIRRELIA)
OMBBE~ DS BBL L s OEBEALTAT (LR -
OSRRIHHESL Y TCOLE, FTLEH OEDRI TG MECHRIT, RS R TRHTE
OBBHADLHEREREAGS) OBERA—DADULLEREHPIZ TR (2A)
A AL RHS L TOE A~D BB ORRMIH A=A (B RERE AR AL =2—R) TORE
AREREAGS OB~ DL BB L FTAS {RiRA— L B (2 F)
ORI SEHESRECOLRE. F5LMAT OE DI TN TS
OB AT~ B R~ BB R IER) | S R P
~ OQA—NIHCGETOERAOERER - . THBEREA)
2k 3 =i . e QEH/AOFZLOIYRAMITDINT 8
S oo AT o OFfbR TH 752 DB A EF AR MU TIRRHT
= )
OBRA~DYL ASDEHRERISHRE) S e i A BB R TR (2 1)
SE BRERNGRS OA—LIHTLEL TORA~DELRER OHMEE~DIBE (44 2)
e ket o OFHES GRAI RIS F2) CONAL: BT OPMDASTAFED
LEESBERERSHE  |OSRS0RBOILREMER~D EIKR OKERERADBHD BREHERN
Q1447 TO Bk ‘.
RSN CHHBR AT RORAAD B O144mEORAHMIEETRIF
AT
OBBA~DY LI EAFBHERH) e
B B QA—NIAVLRL TH2 R~ ERET O*—LIHTVOEBTFE(7H)
ORBHE~DF IS RHDH OMBIZE~ D s AP 2 (7 A)
. B O BARMTEHP ~OBLER~D V7R
o:&ﬂi{f\muyma:tiﬁgﬁﬂ%t{i%%ﬁmnﬂwa) gzﬁéx)_r—x L B AL IZTPMDAAT 43 B0 S L SR 1K4E
A= LRI ETOER~D 3
B RMETE 8&553?@’5%&%:.«:%» 83@@5*;&%*#%)mmﬁgnrmmus:ml#
L ECHLH. TR o=
OMmTSHR 7 OB 16,000EIE R (5A)
. IBTAHP~D BRE~DY7RE(1 A)
Oﬁﬁﬁﬂw'JJb(EI*ﬁﬁ!ﬁﬁl%“&ﬂﬂﬁﬁmﬁﬁ%ﬂﬁﬁ“) A e oA LR R 1)
“ QA—LTHL VL TOEA~OERER ORME~DERAAS)
Bk mRRAT OYMEE ~D et 1B LKA I o
ORETIHBERGLTOLM. FILEH . |omr-wHES-mE 2B COPNOALT A EOER
‘ o)A AR B E R U RREE RS O EFREE RS A LHPE LU AS AR ®Y FCOPMDALT4HE
i S R ot CObR OEREE DEAREUE MM, V-7 H0RR(3A)
AFNEHN G OB~ DEERELL IR OnbL1.10085(3 A 2R
OMET HRESLECOLE, F7LRA OHBEE COLR. 75 ORAHRE
gﬁﬁiﬁ«o:pﬂa*uﬁzﬁatgaummmmﬁmxﬁai o&ciﬁ«uﬁﬂgf;-m&ratzgn_ .
= e s . OMARTRES B L P H L RHPC0/ DEFUH
BREEIFHETS e it QA= RS )y_g?:pMPAxT-rﬁa:amwaﬁwwzﬁ )
OMET BRFSE CORH. 75 80H  |OWRBAOF LD RH GRS
HuseEE ARREREARUSERRE  [OBRA—S~ULST S —EUEHPIZTIAN (2A)
SEEARMESRTS 8?55%%’55‘5%’:@&@&&@% & B A1+ 54— L 24 S COPNDAAT A1 E QA LEIEE (A}

O ~CEERBELLUZITRA

Ofﬂﬁéh‘(’@PMDMT-fﬂ'EmEﬁﬂl-')t‘fl#*&&‘#*ﬁ




