S35 3IREE 50 mgl VTRS
S3aY3REE 100 mgl VTRS |
[CBRAEERIRVEEHGTESE

AT RJR-ANILRST7E RIS



(allAR C2)

S54SR 50 mgl VTRS]
Z3aYSKEE 100 mgl VTRS

ICRAEERIRAIEEREE (RMP) DM E

fR5E 4

7 a3 R§E 50 mg [VTRS)
7 2% I K§E 100 mg [VTRS|

BRRS ZatIR

HWERFTEXE | V47 PR -~ RS TEHERESM | EBHE 871139

R=EFR

SFTHESH 25 H

1.1. R REER

[(EXGRESNZURY]

[(EXGBEN)ARY] [(EXGF EfHH]

LN PRIERF#HES (B

HEATE), BREE L

PASVINES [ S ED)

W R R 2 B AR AR E  (Toxic

Epidermal Necrolysis :

TEN) | JJ kAR e fp i
(Stevens-Johnson JEERE)

ANV BUELE R AT

R R ERYE

1.2. B%EICEET R EEIE

SR FIo B a9

| ERICEILKREMERDI=HDEE | EERICESKIRITBMEDT-HDEE

2. EERREMERHEORE

4. YR &/MEEHE OBE

BEOEEGTEMEREE

BEDYRI&/IMEEE

EBMOEERLTEMEERFH

EMOYRI&RIMETES)

L

L

3. ARMEICEIT HRE RO EDBE

L

ZEBDOHNEIZRMPO A TIHEETELY,



CalleRR=C 1)

DL T 4T RY R AR T AR

mE =
A R &£ B B | 20254E8H15H EHo e 871139
- - D30700AMX00143000
T L REB
B# WRE | ALES ®30700AMX00144000
E B L £ B | 200848 H29 H
" 7" @F =# 3 FiE 100 mg VIRS|
E % B & 7avIF
OF & 18ERICT7aHI F50mg &fH
= K . 7 o bha—T 4 TR
SRRUAT Q&E  18EPIZT72H I F100mg & FH
KR . 7 g v bha—TF 4 T
N i@, RRAICIE T 2% FELTIH100mg L VW #5286 L. %@&njﬂi
FoORMEEZH T THEE L, #HEFEAEZ21H200mgd: 353, WL b 1H2MENIS T TR
D&%#éo&%\ﬁﬁmiDl&mwg%%zkw%ﬁf@ﬂﬁﬁﬁéb\ﬁ$i1
WL EDMEE HIF TIHHEE LT100mgll T321T79 Z &,
Bt R UM N EE, APl EO/NRIZIE T 29I FELTLH2mgkg L W G E2BAGL. =D
‘ HUAR L Lo E & 7”11 AL L Co2mgke P o U, MR A% R f 30k
o/ NEIZIE1 H 6mg/kg, ARE30kglL b 50kg R D/ NEIZIE1 Hdmgkg s 45, Wi
NH1H2ENZS T TRAOKS- 5, 72&:1;5\ JEIRIC K 0 RE30kg AT D/ NRICIZ1H
12mg/kg {ZIKESOng\J:mkgiEFEO)/J\ ZIE1 B 8mglkg % 8 2 7o\ VEGPH il B
BN, :nﬁﬁuL®W%%%ﬁflﬁ%;&tﬂﬁm@g%??@ﬁo_k 7-72
L\Wﬁm@uhﬂm LCIE. AERUCHE - HEZHWDS Z &,
MEXFIHE | TADLABRZEOESIRME (CRMEEBICEIEE & T)
A OR & #| EERLYRVEHEHBEEZFEED L, WUICERTS L,
s = Fﬁlﬁ%gﬁé;ﬁ] LNy }‘ﬁﬁ50mgj O TEBEELE LY ]\ﬁ%lOOng WZXT D%

FEIEH




EEDORERE

AIEREA :
L

EZENBDOHE :

L

LHEIER
2L




1. BEELR) RV EEFEOHE
1.1 REMRETEE

BEEGRESNIZURY

LEX PR IEEMEESRES (BE7a v 7, HRIAR. K5

BEGBESINEVRY EL-ER:
FEREHEIIIBNT, [BEERBESNEY A7) LENTBY, BEFIRXo TEERIEKRE
Bl REOEREATAEEICET A ER] . MHAEMEH] . TEXRENEH] KO [Zofh
DOEWER] OETHEEME I TW5,

EELTEHERITFONBERVZFDEIRER :

(%]
* R ORI L e E)
(GES7NE N |

FEINICHR T DHEMAER T TOLEN PRIEREESRSR (FE7rw v 7 RIK KM% ORI,
FHRDEFERITHE T D,

)R &/IMEFEIDRBRUZD:ERER :
[N%]
CBFEOU AT FMEIEENE LT, BRSO THEEREANEER] . HEOYREATLEE
BT 2R . THAMER) . TEXRZEWEM] KO TZ2otorfER ] OEICPRFRREOIE
B, BETa v 7 K, RIREO OISR ORIERIZ W TRl L CHEBMIE T 5, HiC, B
FESLG T A R, #5HMP R OYZFRREBREOEREIC OV TRl LIEEWRE T 2,
GE7Nbziilz))|
DEXPRIEEREFS: (BE7 0y 7 RIR, KAPSE) (2R3 D1E W& R BRI xE UIEdiRL
ATV, WEIER I 2 B AR,
HhEE R BB SRR RSE  (Toxic Epidermal Necrolysis : TEN) | FFREAREAE (Stevens-Johnson
SEMERE)
BELHESAEZURY ELIZER
TREKBICBNT, THERKESNEZY A7 LERTRY ., BFHEXO TEXARRIER OHE
THEER T 5,

EELTEMEREHONBTRVEDEREH
(%]
- R ORI L e E)
(GES7NE Nz |
FEINIZ 1T DI SERE T T O h a2 B B SERMARAE M ONB TEPRERRIRAE A D FE AL, FEBUIRIL 22 5%
MR %,
)R &IMEEFBIORBR UV Z 0:ERER :
(M%)
@DV A FMEEEIE LT, BRI THEARZREIWEM ] OEICRH L TEEWET 5, £
o, BAWMERGLT A FICEKRZQEWEN & U CRll LitEREd 5,
(33dREE ]
M B SERMRAE M OB R REEARAE WA 12 B9~ % 1 i 2 IR IR BEFR A 1ok LR B 21T\ HIE
B3 2 PR AR 5,

SEF i BECLEE (A

BEEGRESINEVRY EL-ER
FEREREMIZBNT, THERFFESNY A7) LanTkY, EFHRXO TERRRIEHN] OHE
THEEBRE SN TWD,

EXAREMERITDONBTRVZ 0OERER :
(M%)
+ 18 OO R i 22 e AR B
GENzHHlEE]
EIPIZ IS 2 SRR T COEAINEBBOEE AL OFETSREE, FEIVRDL 2 FE I E T 5,




)R RIMEFBIORNBR V£ 0:ERER :
(%]
EHEOU A7 FMETEE E LT, BRSO TERRRIEN] OBICRHE L TEEEET S, *
7o, BEMERLTA FICERRRIEM L L TR LIEEYE T 5,
[EREH ]
SEAERBOEEWERE L B3 2 158 & R BIRE 1 UIE AR 21TV 8 2 B9 2 BRAR 2 (L
B

R BRI

FEEGRESNLVRY EL-ER
FREHMICBNT, [HEERFESNEY A7) LanTEY, EFHXO TERREIEHN] OH
THEEME STV D,

EEAREMERTHOARTRUZDERER

(M%)

* I ORI L e )

G LEED

EIPIZI T 2 SRR T COMBRIERAE DI IR, FEHRDILZ MR T 5,
)R &IMEFBIORBR V£ 0:ERER :

(%]

SEHEOU A7 FMETE N E LT, BRSO TERRRIEN ] OBICRHE L TEEMRET S, *
7o, BAEWMERLTA FICERRRIEM L L TR LIEEYE T 5,

[EREH]

FERDRIERAE (2 B9~ 2 1 & SR BALRA 1 IR et 24T\ @ e AN BE 9 2 B 2 e 4,

ERGEBEMIVRY

A

BATE), HRECSE

EELEENIR EL-ER
ERPEIIZRBWT, TBEEREEMNY R ] LE3NTEBY, EFIRXO TEERERER] OE
THEEMIE I N TWD,

EXRREMERFTDOABTRVZ 0OERER :

[H%]
* I OEIK L VTR E)
(R ]

FEINIC BT DB SERE T T O HAABEFROFEIRI 2 TR 5,

)R RIMEFBIORNBR V£ 0:ERER :

(%]
cBE DY X7 FuMEIEEN & LT, BRI THERAARNEE] OBEICHEZEN., BRSEL
FLE L CHEEMAEE 95, HIS, BEWMERGLTA NS, KGR RS %ERIEER R ORI
DOV TR LIEEWE T 5,

[EREH]

HAXBHE S SIC BT % i & R BIARAE (O LI BRIt 21T EIER ISR 2 BRfR 2 e d

ERLGTRIFH

L




1.2 BMEICET SREAEIR

EHEE T ICRT 2 a 9

BAEICEY 5REEIRE LR
JREKMIZBNT, THMECET OMEFE] Lah T,

BUMEICET HHRE - HEROKH

2L
HZE - RBROBN. NERUTFAOBEL U< RIRER
2L

2. EEATEMERTEOME

BEOEEMREMEREH

BEOEELLEMEHEHOME !
BITERL. SCHK - 22t OSMEFSE RS ONUE - fERE « OTICEES SR EMROMRTT (ROHE
17)

ENMOEERLEMEEREH

L

3. AMEICEY HHE - REROFEOHE

L

4. YR &IMEFTEOHE

BED R &IMEES

BEDY R &/IMEEBOMRE
BARCROBERER ST A NI X DGR

EBMD ') R &IMETEE

7L

5. EESTEMERE., ASEICETSHAE - RBOGFERV Y RV R/MEFTEO—E
5.1 EEGTLHERITEN—E

BEOEEMLEMEREH

IWERT, SCHK « 22 E @ OSMERSE RS E OIUE - FERS - T IC S S ZAEROBES (MOE
T)

=\ Hj

EBMOEEMRREHEERED

EMOERALRZ | BHEGEH | HHELD - BEZ0
MESEHOLT | M BEERY | FEOBY IR KT ER
2L

5.2 AMHEICET HHEE - HRBROFHEN—E

EOECET S | BHEGAER | BEHEGD - HEZD
HE - HBROSH | M OBEERN | FEOBY gk KRFER
.y

5.3 ARV R/MEETEID—&

BED R &IMEED

7



BRSBTS T A 12 & 5 Rt

EBMND YR &IMEES)

L




	医薬品リスク管理計画書
	医薬品リスク管理計画書（RMP）の概要
	品目の概要
	1. 医薬品リスク管理計画の概要
	1.1 安全性検討事項
	重要な特定されたリスク
	心電図 PR 延長関連事象（房室ブロック、徐脈、失神等）
	中毒性表皮壊死融解症（Toxic Epidermal Necrolysis：TEN）、皮膚粘膜眼症候群（Stevens-Johnson 症候群）
	薬剤性過敏症症候群
	無顆粒球症

	重要な潜在的リスク
	自殺行動、自殺念慮

	重要な不足情報

	1.2 有効性に関する検討事項
	使用実態下における有効性


	2. 医薬品安全性監視計画の概要
	通常の医薬品安全性監視活動
	追加の医薬品安全性監視活動

	3. 有効性に関する調査・試験の計画の概要
	4. リスク最小化計画の概要
	通常のリスク最小化活動
	追加のリスク最小化活動

	5. 医薬品安全性監視計画、有効性に関する調査・試験の計画及びリスク最小化計画の一覧
	5.1 医薬品安全性監視計画の一覧
	通常の医薬品安全性監視活動
	追加の医薬品安全性監視活動

	5.2 有効性に関する調査・試験の計画の一覧
	5.3 リスク最小化計画の一覧
	通常のリスク最小化活動
	追加のリスク最小化活動





