|))\—0O+F1/\2J0DEE10mg/15mgl b—"J ]
[CRBERERIRAIERHES

ERIIFEmMRAZHT



(allftR=2)

DN—OF 53 0ODEE10mg/15mgl h—"7 |12{%5
G 27 EHEEE (RMP) DR

. YN—DFH/N> OD $E10mgl h—"7 | . .
e YN—1FH% /N> OD ﬁilSmif "] ey VATEET Y
BEREES RS GRAET S Ipag| 87333
REFEHH 20265E3H10H
1.1. ZEMRETEIE
(EELREINZYAY] (EELEENY AY] (EELTEER]
M CYP3A4RHER| L DOt BEEEDHDEEIIB IR
L /NRE RO FEAT T A N AR | CYP3A4EEA| L DB B 5IIBI3 5L L M
BIBREIE A KL DB AFF% 5B AR O T E SR %
FriéperEsE - SE 5E:2ZTCOEEEIIB IR ES
B M A 2R ks
/MR
PUREEREEEE SO A EE
1.2. BRI 25T HIH
Y

| EFRICE D ZEMER DD DIEE

| EERICED VAT BR/IMED 7= DIEE)

2. ERGLZEMERTEOME

4. ) A7 B/MUETEIOBEE

BEDOEE LT e EREE BEDY A7 HMETEE)
BINDERE L &M EETEE BAIDY A7 &/METEE)

AN

3AXNMEICRE T HFAE - ERDEE DBIE

ERWEEE AT EM GEEFBEITAR/NE VIE)
DIEFE TRt

AN

BZIEEHOAEIZRMP DAX CIHERTXIWN

o

BEMITIEM UNE VIE) UN—TFH NV 0D
B b—7 |2 RAXNSETIFLTZDIREN)
DAL fRf




(BlAERR=D)
EE Y A7 EEEE

SttH RANBEGRAST

i B O
A#EA B gigiﬁzgii E E B 4 | 87333
BEEEHE | BusL %@ & g | D 0000AMX00234000
® 30600AMX00235000
BR 3 A& H 2008F9H15H
= 4 @ UN—BFY/NVODEE10mgl b—"7 |
@ UV N—OFY/NVODEE15mgl b—1 |
B K # DN—TOFH NV
4B R UH T @ BERIZIN—BFH NV 10meE &B 5 EaD ORISR
@ 1BEHIZUN—TOFI NV 15me% &F T 5 H B0 DN F e
GEARBEM ONEME BE B 2B MM RO 2 5 EREDF
FEHNH])
BE, BAIZIN—OFY N U T15mgz | B IEERIROKRS5 55,
BB BEEDHLSEEHIINUTIE BEEDEEIZRUT10mgl H1E)IZ
BHET 5,
(BH AR AR ZEASTE D VR K Y EE RN
HEKRUCHEZ |BRA

EHE . AR REBERAR MMA2E S M AR RE FERE $2 DRI HA3E I
N—OFH N2 e UTlsmgs 1 H2EBZIROKS L. %@1§liISmg€1
HIRI&ZIIROK 595,
/J\

B RE30kg b EO/NEIZIZU N —OF YNV LT 15me% 1 H 1 E &%
ITRO%E5T5,

NS

N
FEFILEM OEMENEFITH 1T BB MMEMNZE G R U 2 5 M EREDFE
FEFNH]
B M A ZEARE (PREDERAR MARSE B O AR ZEARYE ) DA KM O BSEA
il

INR

B M A2 ZEARIE DRI K O FE Rl




(RFAR MARZEARIE DR R O EFEIH VN R))

V2 f . .
ERRVAEHGEZRED L, EUNIERITLHIL,
- REERS A 7FVIVNEIOme] ., [ 7L IV MNELSmg ], T4 7 Lb
i = ~OD#E10mg ) KU 7 L)L ODEE 1 Smg 1T 3 S FE S,
F

« 202512 8 17 HIZERAR M4 ZEARRE DI R O BRI DOXNEE - SR %
BINY B AGRETE — A FH AGREUS




EEDEMRE

BiEsRHH
2025%F12H19H

REHNBOHE:
BEETEM I SCEWET 1A D B, A& e

A
MY XCESETNE & R, MRl R




1. BERRY) A7 EHEEOBE
1.1 ZeMREEIHE

BHELREINZ) AT

HH I

BERBEINZ)AZEU-HEH:
SHREEZIBNT, [BELEEINEZVAZIEINTEY, EFRXDIEE ], [ER].
[EELEARNTE] REDERE2ETIEEICETIER) MEEER ) ERLEIE
1. TZ0MoEWER ] RO HEER S | DETERERZ IN TS,

ERRZ2MEERIEEONE R OE DOFEREH:

(ME]
SBEDERRZEMERIEE
(EIRHEH])

AFIDOFEHZNERICIVHONECSE TN H L7200, BLERFERIZH T 5 T MEESE
ZORBSE RO R, EEMEZ JVFEHICIEE 2720,

VA7 B/ IMEIEEN DA KO DEIREH:
(M&E]

BEDVAVR/MUEEBIL LT, EFHRXDOIES ) 1B [EELEANERL FED
BER2EI2EFICHTER). MEEER L TEXZEIEA]. EOMOBEEM]. B
5 | DERCEEMERF A NIYFEERLER L TEREET S,

SEMOY A7 E/MEIEBIE LT, AT 2 EHT 5.
1. EEREEE M EMOER KR OERA UNRVTE)
2. BEMITEMDOIER KA NEVTE)
(4RI ]
HMBEEZORBRN KO E MY AR FEE EEEEE ROEEIISUTHEICER
R ZTO, BEFRICETHEEEET20,

UL/ IMRF R O FEA T N IERREAENRTE K F & DA

BEREFEINYAZEU-ER:
ERERLIIBWTIEERFEINZV AT 1LINTEY ., EFHRXDIESL (VIEDIHE) |,
[EELEANEE KO THEEERIOETERBIINTVS,

ERE AL 2MERIERDONE RO DEREH:

(M&]
EEOERRZEMESIEE

(EHFEEH]
AFEDHAIZLY HILDOBRRMEAERINDEENHEeNs, BUERFRIZEWT, T
MR ISIE AT O A R AR ZESRTE K K (NSAIDs) L DAFRICE 1T 2 Z 2B R % 55
IZIBIB 95720,




VAT B/MEIEEN DA RO DE IR -
(mA]
BEDVAIRMEIEEIE UT, EFRXOITEELEARNER], MHEER | DEIZEE
U, B/ MRFIE DG RIZE FRX DI E S (VTEDE) IZEEE L TIEREE 5,
BNV AT EIMEEBIE LT, I 2 EHT 5.
EREEE T EM DIER RO CNEVTE)
(EREH]
ARFNEHUM/NRFSUEINSAIDsE DHAHIZE T H MO FEF RN Z | ERIEEE T UTHE
FIEREHRZTO EEERICETOEEZE T/,

PR REIRE - B0E

BERREINSZVAZEU-EH:
EREFEBIZBOWT, [BEERBEINSLVAZ |1EXNTHY, EFHXDOIERLEIERI &
O T ZDMDBIER |DETIEREBEINT VS,

EEL LM EREEIONERUE DFERES:

(RAE]
SBEOERMZEMERIEE
(EIRHE )

BEOERRZEMEREHICLY, FRERES  HEORBTRRI OV TERINEZT
Do

AT B/IMEIEENDAE R UE D:EIREEE :
(M#E]
SBREDOVAIR/MEEEIE LT, EFHRXDIERZEWEA L T ZDMOBIER IDEKO R
HEEEERDAARIERHELTEERE TS,
BNV AT RIMEEEIE LT, AT 2 E T 5.
1. EEREEE I EM OISR O VNEVTE)
2. BEMFEMOVER R OB VNEVTE)
(EiRE ]
FFH¥ e EREEER DRBVRI e ERERE RO BE I U THEREICERREE 2TV, E
EFERAICE 2R E (720,

R MR

BHERREINZY AL U-EE:
FRERDIISOVTEELZREINZI AT | LINTEY, EFRXOEELEARINE
BIKCTERZEWEAIOETERBREIN TS,




EEL LM EREEIDONE RO DFERES:

(mA]
SBHEOERMZEMERIEE
(ERFEH)

BHEOERLZeMERFENCLY, BEEMEEDAEBFRITUIDOVTERINEEZTD,

U AD B/IMEIEEND A R UE OD:E IR -
(RAE]
SREDVAIR/MEESE LT, EFRXDOIEEREARNFER ] TERLEIER ] OERY
BERERLSATANIEEEH L TEREE 5,
BINDY A BIMETEEIL LT, AN 2 E T 5.
1. EEREEE I EMOER KO VNEVTE)
2. BERFEMOVER R OB VNEVTE)

(EIRHE )
FE MR EDFETRIN & B FEE RO REIIN U THEEICEREM 2TV, BIEMEA
BT O EM T/,
I/ INRRA

BEMEEINAYAZEU-HE:
SREZRDIZBEVT, [BELRBEINEZVAZ XN TEY, EFHRXDOIEALEWERID
EHTEEBREINTWS,

ERRZ2MEARIEEONE R OE DOFERNEH:
(M#E]
BEOERRZ e EREE
(EREH]
BHEOERRZEMEREEICIY, M/MRIBDBEERERDFEIDRIZ BB TS,

VA BR/IMEIEBDAAE RO D:ERER:

(RAE]
BEDOVAIR/MUEEIL LT, EFRXDIERLEIWER IOEKVEEERRAARIZ
REHUTER®E TS,

SBANDY AL E/IMETEEIL LT, AN 2T 5.
EREEEE T EM DIER RO UNRVTE)
(ERFEH)
M/NMREADBEER DFEBRNL 2 ERREEE TN U THEICFHRES 21TV, BEMERIC
B OERER T2,

TREREEEE2 SO MERE

BHELREINLYAIEULEH:
SRERBIBOVTIEELRREINL) A 1LINTHY, EFRXDIERZEIER D
HTEREEIN TS,




EEL LM EREEIDONE RO DFERES:

(mA]
SBHEOERMZEMERIEE
(ERFEH)

EAERTICSITI D AFOHBREREEEE 2 & O MBEEDORIRIUI OV TEED
ERRZEEEREH CTHERNEZT,

AT B/IMEIEEND A R UE ODE IR -
(mA]
BEOVAIER/MEIEEBIL LT, EFRXDOIERZEWER IOEKRVBEMERR A NI
REHUTERERE TS,
SBINDY A B/IMETEEIL LT, AN 2 E T 5.
1. EEREEE M EM DR KO VNEVTE)
2. BEMFEMOVER R OB VNEVTE)
(EREH]
TEEREEAERE2 & O MEEREOATVRIUIBE T HERIIOVT, ERELEE KU R
FHIIHUTHREICERREMSZ TV, BELERICETOEMEEET,




HELREENY 2D

CYP3A4BHEHIE DHFH

BEEBENY AL U
HRERZIZEVT, [BEERBENI AV | LINTHY, EFHRXDIER] HEEEMAID
HTERBEEIN TS,

EEL LM EREEIONERUE DFERES:

(mA]
GBEOERMZEMERIEE
(ERFEH)

REILCYPIAAPHEFR L DHFRICE ) BWERDRIRAMER TR ENH S e h5, HiRERIC
BT, INSDEAEDHRIZEIT 2 R Bk e FHMITEET 520,

VAT B/IMEIEEND A R UE DEIREEE :
(M)
SBEDYAIR/METEEIL LT, EFRXDIER ] EEER IOERVEEMERER AT
RIZEEE L TEREE S,
SBINDY A BIMETEEIL LT, AN 2 E T 5.
EREEEE T EM DIER RO UNRVTE)
(ERE ]
ZNSDCYPIAAHER L DH AR DORIERFATVRILZ | ERMEE TN U THEEIZERE
HeTO EEFRICETIERZRETO,

CYP3A4FEEH | DB

BEREBEN) AL LR
HRERDLIZBWT, [BELRBENAZ 1EXNTBY ., EFHXOMEEER | OETEER
MR INTVS,

ERRZ2MERIEEONE ROE DOFERNEH:

(R#E]
BEOERRZ e EREE
(ERFEH)

BEOERRZEMESEIICIY. AL CYPIA4EEX DA RABIZESIT B/ HMANR
¥ RDFEBRIUZ DO TIHERINEE TS,




D A7 B/ IMEIEEID A R UE O:ER IR :
(W&
SBEDV A EMEEBIE U T, ETHRXDOMEEEA | OEICGEHL TIERMIE T 5,
SEHNOV A E/IMEIEEIL LT, AT & EHET 5.
EEEEZ M EMOIER KO VNEVTE)
()
CYP3A4ZEEF| L DHEABNZE T 2ENMEA RV MDOFRBIRIN & EEREE I UTHEEIZ
B2 TV, BEMEHICE T 2B AT /20,




BELARRER

BREOHLEEIIL IO LM

HEGTRERE LB
EREERRBIBOT, [EELTEBRIEINTEY, EFHRXDIESE (VIEDIE) |, [
2 THEBERCHE] [HERCHEBIZEETSER] RENEREETLREIE LT
BIDETERBWEIN TS,

ERE L 2MERIERDOANE RO DEREH:

(RAE]
SBHEOERMZEMERIEE
(ERFEH)

HIHRBIZEWT, BEEEE TCTHAINDIBEAELHDILEEINDEIEMNS, eGFRDY
60mL/min/1.73m2KED/NREVTEEREZ 2B 5 B IMOFKFIRIT 2 BTS20,

D A7 B/ IMEIEEND B KU O:EFRFE
(MAE]

SEBEDOVAIB/MEIEEIE LT, BFHRXDIEE (VIEDHE) |, [Z5), [BERCHE]
[AERCAZICEETSEE] RENDERE2EITIREICETIEEIDEKUEEM
EFERAANEHLUTIEREERE 5,

GBIV AT B/AMETEEIE U T, AT 2 EMET 5,

EEEEE R EMOER K OEAR VNEVTE)
(EIREH])
EREMEEE TN U THEEIZIBERIZME L. eGFRA60mML/min/1.73m*KiED/NEVIERE IR 5
T RIGEDEIEMEAICET 2B T /2D,

R EIIB oL 2%

HELARBERE LR
ERERRBIBOC, [BELREBRIEINTSY., EFHXXOIEELEAWEZ | DIET
EERMREINTWS,

ERRZ2MERIEEONE ROE DOFERNEH:

(RAE]
SREOEXERZeMEREE

(ERE ]
BLERTERIZH T 2 AKID R 5RO B MOFREBLRE B L, REIGU CEYRZ 2
MR EE ERT 520,

10



VA BRIMEIEBIDAAE RO D:ERER:

(mA]
BEDVAZR/MEEBIE LT, EFHRXOIEELREARNER | OEIZEEHL TEEBR
EESE
(EREH]
B R T LT NESRIKEIIB T2 A7 5/MEEENI R, BLERRTERDBEIWER D

FERIUIG U TEMDY 27 5/ MEIEBI 2 51T 5.

AEHRERNAMMORE OTEERER 5 2 TN BHIIBT 72

BRI RERE U H:
REEBERBIZBWT, [EELRREBRIEINTEY, EFARXDIEBELRERNER | DET
FEEERINTHS,
ER A2 2MERIEHORNE ROT OEIRER:
(W&
BEOERRZEMESITE
(EIRFEH)

AR EGHNMORE O FUREFIC X S 15EE Z T TOEEIIOWT, BIFAOFETRILZ
R TOIDBENDH B0, /NEDVTERZEIZH TS HIMLY A7 TN THF DS ARFIANDY]
DEZDHECHR L0,

AT B/IMEIEENDAE R UE D:EIREEE :
(M#E]
BEDOYAIR/MEIEEIE UT, BEFHRX O EELEARNER ] OIRITARH| L MO E
KDYV BEZITOWTEREH L TIEREMEE TS,
BNV AT RIMEEEIE LT, AT 2 ET 5.
EREEE T EM DIER KR OEA UNRVTE)
(ERE ]
OFHREF L DYV BEZIIOWT I BAFERVOCEREEHE 2 ERIEEE WU TH
HIERREMZTO EEERICETIEEZE S0,

11




1.2 BRI HIRET I

ANV

12




2. ERRZ e ER EDORE

BEEOEREGLZ M ERTEE

BHEOERMZ 2N EREEORE:
BIVER. XHR - ZR BRI OINEREEREFOIE - - DB IR EMN KOG (RUE

BINDESE R % e EREE

13




3. BNMEIZE 4 HIRE - ABROEHEDOBEE

ANV

14




4. ) A7 &/IMUEEDOBE

BEDY A7 H/MEIEE)

BH DY AT /IMETEENDOBFE
BFRXRCEBEMERT T NE SR O E R

BINDY A7 H/METEE

EREEE T EM GEEMERAN/NEVTE) DIEKE 7R

(ZeMmETEIE]
H L, FLI/IMRF R OFIER T 01 NI RESERTE A X OB, FFESREMEE - BE. B MM
B, M/MREA . TR EZREEEEELZ SO A MEREE. CYPIA4EEAILDHFH. CYP3A4
FEALOMA. BEEDH 2 EBEIIBIT RN K OARKIK 5RO O PR E R
E&2Z IV BE B Rek

(B#Y]
AFIDBEIWERADOHKBTIRINE & O BB 2T, B LZW - 1BEDDDFER. KO
AFKIDOBEEMERICETHEHRE EEMEEEIIRE T L7720,

(ERRY 72 51 ]
FHARFICMREN R, AL, EMDIEHZMKIET S,
ER—LAR=IITEEH TS,

(BiEH L2 F DR, EEL/AERICEDXIIRIND AN H S FELRLEE]
T IEFE OB, BWERDOFKIVRINEN S, Y AT B/IMEIRDE 2258 b AN L ¥ B
INBGE. I 720 B e MR FECRAEDZ MR BEHICB W TH /ZIER TN
WAENRDSNIHEITITEM DOWET . B A IEFDEM A IEDHET . BMOEMIEHKE %
ETT 5,

15




BEMIIEM UNEVTE) UN—OFSNVODEEI N7 |2 IRAINDE FIFLZDIREN)D
Ve TR AL

(ZLMRETHEIE]
HUIL, FFREREREE - BE., MEMMER., REREETE2 SO MEES

(B#Y]
AN L BEWEADREIMBIZ D20 S B RERPER §ANE AU OWTEEDOMHELIEM
Z{R9 7280,

(ERRY72 5]

FAARHIMRE DR AL, L, EMDOTEAZIKET D,
BER—AR—IIIBET S,

(EiH &2 F DR, EMELZERICEDSRIRINS TREMENH S ERHEE]
M DOESPRIL, BIEFDOFEBRIENS, ) A7 HR/IMERDE LS AL H B & i
INBGE, XU -2 Z RN FECHEAEDZ MR FHICB W TH/IIER ITNE
NBEDRDSNIGEITIZEM DUET, B AIEFOEM S EDWET BIMDEMEHRF 2
RT3 5,

16




ERER LR, AR B SFRE FERDFTE RO A7 B IMEEHED —8

S.
5.1 ERRZeMERHEN—K

BEEOEREGLZ M ERTEE

B, Xk ZRBEHRROCAEEEREFEOINE - - 2T E IS ZERN RO (RUE
7)o

BN ESE R % e EREE

BIMDOERERZ 2N B L BIERIE 0] = PatA¥S) e HEZD
EARTEEI DR / BEEERIEL FRE DR ERFEH
AV

5.2 AT OHE RO ED—&E

ANV

5.3 VAZBMEEED—E

BEDY AT HMEIEE)
BFARX RO BERERR A ML HFEEL N B4t
EBAIDY A2 e/ METESD
BANDY 227 &/ METEEI DR FiH &5 F DR FEERIT

VA7 E/IMEERDE LR Z58{L AN E
LHIWINDGE . XIF L e
MR EECREDZ 2 MR E FEHEH
HIZBWTH ZITERTNIRNEMN
BOONGE

EREEE R EM CEEMEM
A4 RNRVTE) DR fR 4

VA7 B /MESRDE L 58 LN B

BEMEIIEM OUNBVTE) (VN—
HREH ) LHIEINDGE, IR ZR

05NV ODEEl M—"7 | & IRFFX

MAR S EIE OB D& 2 MR S =
NBBTXELEDTEEA)D | | *% % f Eff PR *ﬁ:% it
e B HIZBWTHAIZEETARNIARN
A BFOON-BE

17




	医薬品リスク管理計画書（RMP）の概要
	医薬品リスク管理計画書
	１．医薬品リスク管理計画の概要
	１．１ 安全性検討事項
	１．２ 有効性に関する検討事項

	２．医薬品安全性監視計画の概要
	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
	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
	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


