—EEFRICRAEBVMERTYT, DIHRMAS LS, —

BRI [HE-RAE] RV [FERLOFEE] HETOEHHMS €

Vo Z BRI
NVINT % > RN FRESE

MUVIND 49 20D3s:3.75mg (=70
MULIND920Ds:7.5mg [—>0]
MULIND920Dsz15mg [—>0)
2026 4 4 H
Z7O#R St

DU, FRREBOIRIEE - AR IKOTHE - HEIDPEMARE ST Lz, AUty BRET 1ML
DIEFIZTROEBVURIA LI LZOTBHOEHL EITE4, 72, REENIHE T, 3SRADEIRL
rmeEBLE L7,

RHNOTHERAICE LI LTE, BEFRCOLH L T I8 SIWET L) BEVRL ETE5,

<HETDRA > >
[BEEIPERICHERLTEY., DO, BEHEOBEARENRVELEFEESREMED S REOETIIH IS 5%
BE - R, AL - AROBEMARICHS . EALOEEHE

G
WET#R( P BInELE) HETAI( TR IR
1. ¥ 1 EE
(ORERUFRE & 5 FRIE) B
1.1 B
(BREEBMESRED S RE)

1.2 FANE, BREFBESREOSBEICOVT
TRAEMBE L OEMND LT, AR LEOFHM
PEREELRS EHIB S hBHRICOAIRST
Bk, i, FARSRIGICENL D, KAILK
mETASEIRATE LV C ERPERLITHEE
BEIPRAT I INIHD &, BYEKDE
BRUEHOEMBREFICLZE=-2Y > TD
ERIBRTHE_LZED, FROHHERY
GiEEBECTHCHAL, ABZREI Lo
1.3 FHCIR SRR IS AEIC K50 T, BRI B K
FURICHE D BEAKER, &S b YT AMAES & DR
ERANBSDNIB TN HEDT, 2ELED
RO SHIEE AT TV, EY) &K S
DBREICOVTIRET 5 &, o, FARS
PRI ESAIBRMBF M) 7Y LREEE
EFB &, [8.18, 11.1.38H]

14 FRDKSICLY, ERCHRERESEHL
LEFINPBRESNTVSCERNS, MERT R
T3S CERUKEYIE fE% &0 - FEREE
AABEFEI L ESA 1B TRERTER
BId_ o £, RRABHSNLHRICHE
BickEEFIEL, BYLREETI & [28,
8.15, 816, 11.1.5, 15.1.1 Z®]




T A ( TR HIER)

METR( TR BIRCE)
2 #2

B2 (ROBHEICEIBELEVWI L)

(hRESE)

21 ~23 W

24 HAIT260DEBD

(ORERUHEZICE T 2 HRITE)

25~26 HFT24~250LBDY

(BEREFEESEMD I RE)

2.7 HHE 7% BRI E (eGFR 15mL/min/1.73m’ &
i) D& 5 E#[922 ZH]

2.8 MBYENT Je, FEAVENT HRAE BE E 25 o T P aE B
(RO AREE LI ) WEIZEHT 20 ) 1
ZbR ) LI ZOMEREDOH 5 EHE 14, 933 BZH]

2 BR(ROBHEICEEELEWNI L)
21~26 W%

4. 3hEE - R
(PIVNT 5> ODEE3.75mg[=7 O], bIVWNT R
OD#£7.5mg[=7'0])
ONW—THREEDMDFRE TCHREARAT2 B0
RLllH T B EF%ETE
ONV—TFHREEZEDMODFRETHRER T2 LT
BEICH T 54KTE
OBRBEP»ERICHEALTSEY., D2, BEEOHE
AREFPRVEREHEESHEMEOIREOE
1T
(MILNTHZ>0ODE15mg[=7'O])
ONV—THREEZEDMODFRETHRERT2 LD
A2ICH T 54%TE
OBRBEP»ERICHEALTSY., D2, BEEOHE
AREFPRVEREHEESHEMEOIREOE
1T

(8%)
OD#t A ODft  ODir
3.75mg| 7.5mg | 15mg
CARZ2CHET24HEE | O Q O
HEZICHT24HEE | O Q —
WQ 0 0

O:shResH Y, —: HEek L

[FLNT 42 0D§E3.75mg[=7'O]]
4. sheE - IR
OV—THREZDMDFRETHRERT2 LD
A2IlH T H4%ETE
OIV—THREZDMDOFRETHERNT2 LI
BWEICH T 3FRTE

[FMLNT 4 0DEE7.5mg[=7"0]]
4. 3hEe - R
OIV—THREZDMDFRETHRERT2 %D
AL H T 2R ETE
ONWV—THREZEDMDFRETHRA TS LR
BEIZH T 2 HRKETE

[FLNT 42 0DsE15mg[=7°A]]

4. 3hEe - R
W—THREZEDMODFIRETHRER T2 L OR
2B BIFRETER




METR( TR BIRCE) SETRIC TR HIER)
5. %hEE - RIRICEET B8 (FYDHHZL)
(%%E&ﬁs@ﬁé"r%ﬁw’)ﬂﬂ )
SALUTOVTNICHEAT A2 EICEHTTAZ L,

WWWWWM
- BRI OEE D ERS%/ U ETH L Z Lo il
Mm
DEMAE EHETE SN L BH A AN,
%?M

min A O BB B HAINER TR EVEIIHEL L
T\, BRMERICIE, RGFBREOZ LT F =

Y207 9 A5 60mL/min LLEO B & A A
72 [17.1.3 ZH]

6. A% - AE

(DARRICH T 2FEETE)
HE . A MV T S 8 L CTlomg % 1 H 1A
B 59 5,

(FFEZICH (T 21FEETE)
HE, RAZIEZNVANT Y e L CT7hmgx1H1
R 53 %0

(BEaFEHERED S RE)

HH, A M yyT s 2L LT H60mg % 218
(#145mg, & J515mg) \Z57 1 TRELIHR G- % BAsR 3
%o 1H60mgDMETLMAMY LT L, AHEHED
HHHEICE, 1H90mg (#60mg, ~ J530mg), 1
H120mg (#190mg, 4 J530mg) & 1AM L. b o HFE
w28 CERE I ET b,
B, AEMES U GEEEE T % A5,
1H120mg ¥ TE ¥ 5,

Z%)

e

B
i

Erca s

LAZIIBIT
LR

10
1

15mg

FFREZS B
LR

10
1

7.5mg

R R
WL FEED)
Ji

1 H | fi#GH=1H60mg (#145mg. 4 J15mg)
2l 1 1H90mg(#160mg, 4 }130mg)
(k) 1H120mg (#190mg, ¥ /130mg)

[FMLNT 42 0D§E3.75mg[=7°O]])

6. A& - AE

(OARRICH T B14%TE
FHE. RAIIE PV TS L L C1lomgx 1 H 1
B 59 %,

(FFEZEICH T 2% E

WHE. BAIZEPVNT Y e L CT7omgE1H1
R85 %

[FILNT 52> 0ODER7.5mg[=7O]]

6. A% - A=

(DARLICH T BIERETER)
HE. WA MVNT S 8 L CTlomg% 1 H 1
OS5 %,

(FFEZ(C BT B15KETER)

WHE, RAZIE VAT Y e L C7omgx1H1
F#E3 54 %0

[FLNT 42 0D$E15mg[=7°O]]

6. Aix - A2

HE. A MV T S 2 L Tlomg% 1 H 1A
59 %,




METR( TR BIRCE)

SETRIC TR HIER)

7.R% - BEICEET 3R
(DAL RUIEZEICH T 5 hEETE)

71 ~74 g

(DARRICH T B FREE)

7.5 W&

(FFEZICH 1T 5 hRETE)

7.6 W%

(BREFRESRED S RE)

7.7 KWEHIR % RET 5 7200, 4 )7 OG-\ 3BT 4

ML EZET % 2

ENET LV,

7.8 CYPSA4FHER & OOFHIZHET H Z LA E L

[rILNT %2 OD$E3.75mg [ =7 O]
(HhEedhE)

71 ~74 W

(ODARLITH T BIEEES

7.5 W%

(FFEZICH T B16&ETE)

7.6 W&

Vo RUZHESTHHTA2%EIL. TREZHL, &

[FIVLNT % ODEE7.5mg[=7'O]]
(HhEedhE)

(DARLICH T BIEKETER)

7.5 W%

(FFEZEICH T B16&ETE)

7.6 W&

HOHERHEI 21T 2 & [102, 16.7.1-16.7.3 ]
55\ 3 SR RE |50 ) 2 CYP3A4
D D CYP3A4 I 5= Bﬁ%ﬁugmﬁﬂi
W - REDBHFRED |ROHY: - HE
e i HEGHE|EEHED 1/4
WHEDL/2E) | &)
1 H 60mg 1 H 30mg 1 H 15mg
(¥ 45mg. # F7| (§A 225mg, # | (8] 11.25mg. %
15mg) Ji 75mg) Ji 375mg)
1 H 90mg 1 H 45mg 1 H 225mg
(%1 60mg, # J5| (84 30mg, % Ji| (8 15mg. ¥}
30mg) 15mg) 75mg)
1 H 120mg 1 H 60mg 1 H 30mg
(8 90mg, # 1| (5] 45mg, # 7| (8§ 225mg, %
30mg) 15mg) Ji 75mg)

[FVR7T 4 0ODsE15mg[=7°O]]
71 ~75 0%




HET#R (TR BN ®ETRI( TR HIER)
8. EELEAXRER [MIVINT 2> 0ODE3.75mg[=7A]]
(zhEEHE) 8. EELREXMIEE
8.1 ~8.2 & (RhEELE)
(DR RUFBEZEICH T 2 FRETE) 8.1~87 &
8.3 ~8.7 % (OARRICH T B1FEETE)
(DARLITH T BIERREE) 88~89 M
8.8 ~8.9 I (FFEZIC BT B1FRETER)
FFEZICH T 2 REE) 8.10 ~ 8.13 %
8.10 ~ 8.13 %
(BEeFEMEREED S BE)

8.14 AKIDFE IS 72 o T, WY 2 KR HRE D3
Falo, DTFTOMICEETLHI b,
* FOKEEI DK T R BAKRRS ORIRIZ L ), 1451
KOMWAEATE RV, AAZHED LI
WHETLZ Lo
- JHE A E N TEE T AL, AR ES IS
FETAHI L,
- HEEER IS E, Bk EOERIERT
LIk,
8.15 AKOWEIZ L W EINEHORIHELEL kb
R EO SN T WA Z &, 1 H120mg#% 5K 12 &
BLRIFREREEDOFKEANREDO LN TNDL I N5,
FHERGECIE, RIS REEEL I LD LTS
BITEH ORI iEET 5 2 &, [14 2]
8.16 AH O G2 L b, EELRIEEREND H b
NHZEDVHDLDT, HEIZH o UIEFHITNUHK
BITEHICOWC ol 5 & & b1, JERDAS
NG EICEERLICBREEZITA L) ET 5 2
L, [14, 1115, 1511 ]
8.17 #5-BAMAENZ BAKAEIR 2S3R0 73 A 1, i
KIERDHES L2 BZN10H 5D T, FERDLEL
THhOHEGEHET AT &,
8.18 BT MU Y AMPEDL D HbID T EWdDHDT,
P G- Btath o eI B i, SRS
FhU Y LEEZHEL, TO%L AHEGHIzd
R L ALIEGIEST A2 &, [1.3, 11.1.3 2]
8.19 G- BRI M) v A EEARE L, K
J MDY AMIED RO SN2 E1d, Bk g -
M) AEEO EAICEY) . BEEEREGER Y
KT BENDDHLOT, KT M) v AMJEDEK %
O 5L 12, MFES MY w7 AR % HiE
L. [EEICKFEG O % HW L2 T, #5208
Y W S NG EICBRY G 2RGT A2 L,
11114 8]
8.20 AHIDOFGIZ L ) EHEICBITAIREZ VT T~
ADBA T D70, MHIRBS AT LD
DT, RAEFLGH TP RBEEICEET LI L,
8.21 A, AL, DEVENHLDLNLI LM
HHLOT, \EIEETDLI L, T2, BIEE,
H By 3L 0 B S 5 B & 8 O B OB IS S
WEOEETLI L,
8.22 KHNOF G2 L D FRNBED D H b L T Lhd
LDT, EMICHRERIT) ZEDPLF L,

[RIVLANT % OD#E7.5mg=7'O]]
8. EELEXMIEE

(zhEeE)

8.1~87 W&
(DARLEICH T BERETE)
88~89 %
(FFEZC B T BIEEEE)
8.10 ~ 8.13 M

[MVN7 4> 0OD#E15mg=7'O]])
8. EELEANIE
8.1 ~89 Wi

_5_




METR( TR BIRCE)

SETRIC TR HIER)

Q. BENERERIIREICHTIEE
9.1 SHHE - IEBEEFED» 5 BE

I

9.2 BRmERERE
(ORERUHREIC &) 5 BHRITER)
9.21 %
(BREFBIHESRMO S RE)

9.2.2 B 5 B AR E (eGFR 15mL/min/1.73m’ 5k

i) Db BBE

BeGLavc Lo KROMRIMETS 2\, [27

ZH]

923 BEENBBERE(ILFF= TP R

30mL/min i) D& 5 BE

BES 5 Lo AAOMBTIREN EAT 50

[166.1 ZH]
9.2.4 BRENERT LTV 3BE

FUPRIZBE ) BT R DA < £ 1 BEED H 12 AL

FTABINDH L, [1111 ZH]

9.3 fHi%peE=EEE

(DAL RUHEZICE T 2 hRETHE)
9.31~9.32 %

(RREFEUSEMD I RE)

933 IBMAF R, RAMHREREFOMRERE
(BEABABUSEMOIRBICEHTIRD
K%< R ZOREEDSH 3 8E
TG Lawll, TREEZMESELBINNDH
%o [28Z18]

9.4 ~98 Wk

9. BENEREHIH2HREICHETIEE
9.1 AfHE - EFEEDH 2 BE

i

9.2 BgEEETRE

9.2.1 %

9.3 fHREEEBE
9.3.1 ~93.2 %

94~98 %

15. TDMDEFE

15.1 BRERER ICE D 155k

(RREFEUSEMD I RE)

1511 HHOEEELEEO ) REREEZR E L
7255 A — M Lt (IR 3 [ 3R P 12 B v
T, KR#HI60 ~ 120mg/ H L1z 7 F & K % 34EM %
HLERE, £EEFRO2E2B2 LB LE
v bR hoFEMEMEERO3IMG R Z S IMEALT
LHIFMiE AST EA725, KRFF G- 2601278
oMz, 7o, FEME ERO25f5% 2 5 ALT
FROFEBSEELS, 7T v REEE L TARIR
BB CE D o 72 (CRH)$e 585 960 B 7 47 151 (4.9%)
7T REEAI B H 661 (12%)) o 72 B, KHEIFK G
BEICBIT LM FIRO3MGE 282 5 ALT FH O
% 3, HGBB3~ 14 7 HOBIZEHD 57z,
[14, 85, 816 &lH]

15.1.2 HROEFENRLFENO ) EEEETRE L
T ARAPGHIE T T L AR L B L CHE O#
W) D FEI A A o 7o (FRIRARE (ARA T 55
0.8% (8/96161), 77t R#0.2% (1/48361)),
P (A 1% 5.1 0.2% (2/961B1) . 77 & R#E
0% (0/483%1) ) o AF & DRI IL 4 TOIEF THY
SN, HRNTORBUI LA o720

15. ZDMDEE

15.1 BERR{ERICE D < 15k

WAL T B A5, E GO EES O ) R
TR E U728 A E MR (E R 3[R
HER) V2B WT, AHFI60 ~ 120mg/ H X ix 75 &
R MG L 7oab Ak, i LR 25 % 2
AEEY NV Y R, oLl FEIRO 35 EHE 2
5 IiE ALT L5 3031 AST B A2, AHFH#% 5
THO2HNZEED Bz T/, FEMEME LFRD 2515
25 ALT LA OB ED, 77 REEL b
B L CAR G- B TE D o 72 (KK $%5-5E960 41 v
4761(49%) . 7T & REE483 B 661 (1.2%) )0 7=
B, RHEGHICB) A EEH ERO3MEEBL 5
ALT LA D% ik, 58463 ~ 14 7 B OBIZFE
W HN7z, [85 BiE]




[SRETDHEEH]
20264E4 H 20 HA U C [BEMABECHAL TB Y. 20, BEMOMIHEE D HE E R R EMEZ ZMED )
TR DTN NZeh5 B[R0 - ZhR 1 THE - HEIPEIARR ST L7z STy, BES 2 M EO
EEFHEYEIBLE L7,

Pk



S BB GO THEHICH 72 CTRHEHSOAEEFR 2 TRROBIZIE, BHEMR I T, TEL7ZTHESLRIC
THKESVWET LS BEGEHL FITET,
ODSU (E 2 a0 K iGH) No.3ds g # 7 (4845 HEAT Vi)

O O FE -8 ST R 3 i IR A A8 B B O B2 78 H BE 36 b 1B ok X — ¥ | (https://www.pmda.go.jp/
PmdaSearch/iyakuSearch/) |Z## L T E ¥, 724 EFRBIRE AT A — 4 X — 2 (https///med.nipro.
co.jp/pharmaceuticals) |2 b ## L T\ E 9,

F7- BEHT 7Y [RTFE I CFRGSI N — 2 — FAFEANL L Th. BHOETF RS 2 ZBB -
ZE,
NVNT % 2 OD $E 375mg. 75mg. 15mg [ =71




