A 1111 E 15
SFT4E 11 B 11 B

—EEA B AR 2R B

BASBEER - AEHEREEL SRS

[ZF VX OBEEBEREE L Ak - AROBESFIZOWT]
DE T HNT (KEE)

FERIF L, EDONTZRHE - HEZBATRE L-BRICEBEEZEORR
RRBELRDZEBRRENRTEY, ZhET, FaK 24 1 B2 TPMDA 5 DEZ
SEEFER OBV | FRR 27 E2 AlCEeE® (Fr—Lv ¥ —) BT
Y, BRARFETEEBREZTToTEE L.

ZOXSREERERRLADLLT RELFREEFRLBLZ N 2EAIBE SN
TWBHZEML, BIRO LB MIITHRIEAERMEFREISRSHE (LUT PMDA]
VI, ) IBWT IPMDA 2o DEEMBEFEAOBRE) #E/RL, BalLizL
ATT,

DEFFLTIE, BESEEMPNELTH, SEIONEFELZ I TEWEELS BT, #
HTEHELSLBE~ORAMZE THEW-FEET X 5BEVW-LET,

7238, TPMDA o OEEKGBEEFEBOBEEV] I22OWTIL, PMDA OF—hX—
(https://www. pmda. go. jp/files/000231981. pdf) MEHHEF T a— RT3 LB T
ZFETOT, TEHRLIEEY,



B EELEEBBREEE PMDA NSO EESBEEFEADOHFEL

https://www.pmda.go.jp/ No.12 2019%10A

PMDAM LD EZE fE IE{FER D SFELY

() EEMERERIREHE

Brda MNo12 2019% 107
SENMXUODEREREESE

Bi&-FAEDOESFIZDONT

SENMFUE, BOOh-AZK-BEZBATESLEBSICREREORRENELSHC

ERRENTHY, 201241 BITPMDAN LD EE S EEMADHEEL., 201582 12IFR M
EH(TI—LA—) ERHTILE AL ATEIEREINTOET,

SENMFUORE-AETE, M- R OHATIREACKVIREECEEMRAMMN R
ESNTOWET . SEMNFUEEATIRE. BAXEZ+SICHEEL. [RE-AEI1Z8FT
A%, TRICTBEESL,

(O BEEESFLTESL A
B ERHIREFICEOHONT-AEZBALINCE
-EOONE-HEEDORRHZEHEINE

OFBRFHNXEICELT. BBASANERELFREEE
- 4= 4= &
[SOWVTCHREHEEZ{To TS0
-EELTEEESLEEOREANHBZEENHH_L
-REEEONRERNH-5TICZETHILE
\ "FAE-AEESFAIL )

201711 AN BH2018F10A FTIZHRESIN=-ZEN XU D EEKR EEE (L1044 TLT-. B
ZE-FAEDETIRREHEETELENIES8HETHY . ZD5B194 (FHE - AENESFINTLY
FHATLT,

Rz -RAE%ETEIICEELREREETZALCHENGE X, BEANICEEREEREER
BHREICSVWTHHEELGFEREEIEOHONT | BEOIHBHRICEVELT A RFIERZIZE
ERZHELCIELTEERBIERBEEMEFEICEREIN-LOD. FEEFEREHIERIND
EHIA, REICEERDERE A, 2014~2018F EIZ, EESEIEFRABEREFEIZSVLNVT. &
BIEFERICEDAAZHAERF2354TLEMN. 2056, SEMN XU OEFHHAR2EE HDHTLE

Lz, (BE R EEEIRFLTEMHIEERNC.J67SR)
1/2



ITKRU
テキスト ボックス
 別添



B EEGERMEBLEHE PMDA MoDEEDBEEFADSFELD
https://www.pmda.go.jp/

AE-AEZETETIERSh, ERGREBEENELC-E=H

(1 BB TSNk ABEBA T -4 )
104€., &4,
SI98—ILEE (SEMN)XV)ETADAIZAWL, NILTOEEFN)OLEZHBETINAIZENT,
1 B50moiE B EASBIASN . EHIBEUEEIERERE L,

No.12 20194108

X TADLAIZ, NILTOBFR O LEZHBTSISE0RE -BHE:
BE.SENMEUELTREYD2EMIFIEI2SmoZER I OFEL., D2ERMIE1H25mg
1H1EBO® 5T 5, TDEIE. 1~2BREICIHEELT25~50mgd DEiET 5, i
FE£(3X18100~200mgélL. 1H2EIZHEILTROKET S,

\ (EES- E%E#%%%%?é’lé’l‘%iﬁmssm\l‘o—%ﬂﬂﬂzaiy

(Gp2 BERARNEOLN AL AREEATHY. HEBMERHTEESNLEE )
401X, B4,
SIH8—ILEE (SEMNFL) ZIUBERIEEE(CAL. /NLTAEFR) Y LEZHFHAET . hD.
TNOOUEEEEZEETAERUNDEREZHBETINAIZENT, 1B50moER SN
Bithsh. 7B #IC1 B100mgABE., FO7HZIZ1 B150mgAgESsh, S5I7A#I(21H
200mgnEE S, ERIM AEEEEEEEFIELT-,

XIBHEEFICES TR AIEY—FOBER -BRINGIZ. NULTOBF D LEHFRET . H
DUINYBVEBIEEFETAERLUNEHATSEEDORE-HE:
BE.BRACESEN XD ELTERAD2ERMIX1B25moZz1B1EEOFS .. RO2:8R8 (X1
A50mgZ1H1EIX [F2EIZHELCROKREL. 5B IF1H100mgZ#1H1EI X [E2[E (245
L CTROKRET S, 6:BB LIFF#HEAELLTIH200mgF1H1E X (X2E ZHEIL THE
%535, ERICHECTEEREBETIH. BEEXLAMULORREEZHITTIHELL TR
K100mgd 2. 1HAEIEHEKI00MgETEL. WFNEIHIE X (F2EIZHEIL TR OKE
T5

\_ (EZ - EREHFFREMRMN367H 5 —HItRE) /

ARTA—ID VR DaVYNERR, D E MR RIETEMAE (PEURRIEE) ENOEELKRERE
ENRPARR -AERICTOVTIE, EEEAMERKRERMIGY =27 IILEL TS B
(https://lwww.pmda.qgo.jp/safety/info-services/drugs/adr-info/manuals-for-hc-pro/0001.html)

(rmmoBEA N[ ecensE< PMOADBOEES )

* TPMDAND DEEBBEEFANSEEL 1%, EXRERSEEICEOSRE WIFFEROHBFEWN] ZAFTEET |
INEEMERBLEENEOTAS, BRISRIXEZTIERELTLSS BRETESHS
DO, AHEOREDFE LA RONBNEFHLEEIZDONT, EEGDOHEIEFH : °
HEOBEANLERERECLYANY DT VR TERIERETIDDTT, Lz o
* COBBOMRIZBIY  FERBI=E T HERIEITONTEE2EMLTEY e7zmueX - L
A, ZOHBEFEICHEYRIET2EDTEHYEE A 31 ;
* COBRIE. ERAEEOREEFIRLEY . EEAEECEBORAEET ax — :& a1
LOTRAE. EEGDEEFERAEHETILODIERELTHERLELDT fﬂ_'“'l'j'e of g ]

\_ JAQ

s H I IRITITEOEA REEDOE : TEL. 03-3506-9435 (§1VPIL1>)
e EERERMSENEHE EXRRTZEXRE LD httos://www.pmda.go.jp/

22



https://www.pmda.go.jp/safety/info-services/drugs/adr-info/manuals-for-hc-pro/0001.html

