**2025F9HHET (B83MR)

*2023F5HIET (H2MR)

Bk SRR
AR © 35

| AfREEmRoEaEs | 872149 |
Bt AT L9 —2'0v h— / iFREECaiEnAIESHl
T%Wﬁw9y/7hﬂyﬁzﬁ9wwﬁﬁﬁﬁ _
JILLORESEELD [WILNS]
FIES
SER L =% ) — $ELD $EHD
rEERRT 3)) llbl:l@EEﬁﬁHD f‘y) L/ \7J = o | 30300AMX | 30300AMX
REE S| 00173000 | 00172000
ZilMlo Combination Tablets [ TSURUHARA ] (5% m % | 2021568 | 2021567

) EEREMEOMLEICLVEMRTSIL

BHCE D

BEERED & 2 B

222 (ROBERCRBESULBVWIL)
21 AROBAH 2 VMO Ra) O RMEAMISHT 5

2.2 TR SUIIERR LT WA R[EEE D & Btk [9.5 SHE]
23 7 URAF LY I7IVRIER R SROBRREE (72720, it
OWEEBREZIToTCLRBMEDOT Y b —LAFELL AR

DOBEEFEZRS) [10.1 2]
3. f8RE - MR
3.1 $2Rk
B 4 DL aEEHELD VL uakiE$EHD
e LN ] [YILNT ]
TINELT TINTILEY
200mg 4 |20.0mg
B ;@;g“””b@%m FARIE N LB
: NN 6.93mg
(LU ELT e
2.5mg) (TLuTErELT5mg)
Dv>=hr=lb Al AOd— |Dv>=b—)L, AL AT —
AR L, BEBEEL | AAHLT T L, BEREL
FoFy7oviltilo—|FoFyFuoitio—
2, e RaFy 7ot |2, e RaxySubit
La—AfERLla—2, [Lba—X ERtla—2,
- HAKD VBOKREANT Y |EK) VBIKERIL T
s L MTERIVFY Sy, | A NIRRT YT
AFTFTI) VBT TRTT | ATFT) VBT TR
L, eT7uxo—R, 7|4, EFuxua—x, v
o 2—)L6000, # L7, B |ua—L6000, ¥ L7, B
b7 >, Z2@bsk. 7 |[bF% o EmE=" sk,
Lo a FILFNary
3.2 HEIDMER
B4 DL aELEHELD VL LuaktE$EHD
o 222%2! 22A%A!
FilTE TANLA—=T 4 VT8 | 74 NVLd—T 1 2 THE
@A WokE MEE
Jox & EF %’\]8.lmm #98.1lmm
Ex #94.6mm #94.6mm
HE #9239mg #9239mg
s e | ZEI1287 XA 1286
WA= w00, 25 HE20. 5
4. FHEE IR
S EE
5. %EEN (FFRICEET FEE
51 BEZIMEETRTOBZENENH .. AEZ2SMEREDOHE —E
REELBWNWT &,

52FRAELT, ZYLHLY 2 20mgkU7L0VEYELT
2.5~5mgE AL TWAHE. H5VIEVTNr—FEFERL
METY b a—LPR+DaBEIl BEIANOTDE A %= e

5 &,

6. BiERUHE
FRACIETHIEISE (PO LY >/ TLaIEr & LT20mg
/2.5mgXi320mg,/5mg) =REOHRET 5. RENIEMERE
DE—BIFFEE L THLZ LV,

7. ERUHEICEET %R
DTROFTINFILY v ETLUIE R IVEBEDORER OH
BEYCICHZERUCHEBICEET 2FEE2BE A, BEEBICK
BlOHEIGE2EE/T 5T &

(ZIIWTILI V)

HiERUHE

BE. RAIZRE 7 ILT LY e LT20mg% 1 HIEFREORS
5. B, Ffp, ERICKVBEEEET 225, lHRARSE
1340mg& 9 %,

FiEROHBICHEE T 27

TINTILY OEENREEZRB L. 7TVINTILY VEEOR
BREEICHMTT 5 & B2, 20mgk VIEHED 5 DR LZE
Bd 5T &,

(7 LOYEYRYIVERES)

- I EE

HiERUHE

WHE. BAIKIE7L0YE Y & LT25~5mg# 1 H1EREOH
5945, B, BRIJSCEEEET 2. REA+925E
IZIFTHLEIOMEE THEET A ENTE DS,

8. EEREXNIEER

8.1 KANZ., 7YILHILY > 20mgk7LaIEY &L T2.5mgdH
AVIESMgEDEAFITHD . TYLFLY &7 LAIE Y
NRYNEBBIENF OBIEANPRFT 2 B2 NP H 5700, B
ARNOFEHEZERT 25 &

B2MEEMERICEDICDE N, L6DENHOLDLNEIENHHD
T, BEE. BEHEOEZSEMEE D B ERIET SRR
BEESELIE,

8.3 FMBI24BMIIHRE LR VW EAEE LW, Ty IFT oy
v I ZREERARSPOEF L. FRLOF R L=0-7
VIFTF VYU ROMEWERIC X AEELIMEE T2 47
B D 5.

8.4 7 L0V RYIVEEIEIZMAEEERRAASE HEPIEE Y
BREEEDEIDO65NZD T KRERSHIERICOREE
FlZERT 2 L2132, ABEVOICHRSHBICEET 54 SEE
W55 &,

OL.BENEHRZETIHEBICHITIER

9.1 BRI - IEESEDH DI EE

9.1.1 MmAIEEEIRIKEEDH B EEN T FE CEEIRIED G D EE
BELSSOCZE VWIS h 2582 kRE, [FHISETSZ
Lo TILHILY VL, BMTEEDED P R3RE S BEDEKT
ICEDERICBHELZBELSEE2BENNH 5.

9.1.2 BAVUY LMEDEE
WEELTZERVEHI SN IEE2RE. HHITETSC
Eo TULYLY VIE, BHY Y LAMEZEESSLBZNN
HbHo iz, BHERE, 20 PO — L ARBOERIFEICKD
MEHY 7 LENEL ZDRTVEETIE, MEHY 7 LEIC
HEEIT A&,

9.1.3 MEBEEDH 3 EH
BEOKRESMOIFALEZFI SR, RELZELSEEBZ
NnNr»H s,

9.1.4 BERIEEEPDEE
TINWHLEY v OHGICXD ., BMcMEDOKTNEZEIIBZ
nNBbH5, [11.1.2 ]

9.1.5 ZRIBBEDEIEEDH D EE

9.2 BikrEEESEE



9.2.1 BERE
3EH
BHEZBELSEEBENDT DD, TINLTILY OMTEE
DOERDED SNz, [16.6.1 BIE]

9.2.2 MFEBHPDEE
TINWYILEY D OEEITRD,
nrHs. [11.1.2 ]

9.3 [FikeEEEEE
FEEOFKERESRL (Child-Pughs¥Aa7 :7~9) T7
YL OIMFRED ERPHESN TV, BRRET
X, EEATHAERERE (Child-Pugh®EA37 1 1081E)
BB SN TV, /2. 720V URVLEBEIZTEELT
FECR#S NS0, MABEFFEHOLERER CIMHIEE—
R AR NERE (AUC) AT A2 055, [16.6.2 2]

94 ETEREREE T 2E

9.4.1 HIRI B TEEEDH B
HIRLTWAZEPEBEINT 7 IO T vy VEMBEREE
BIXIE7 o Ty MZRMENRZHEHA L. B - #iE
BAOEE (BRE, HSE - - BOEEARE., EEE) 5%
BonflFREsnTtnsb 2

AEIOFG 2%, REBOEESELZE L TAFHRSON

Bk 2 EE IR L. IR EOEREDS BB 2 ER 5 &k

ENHBERICOARETHE, T, BEPDELZEEITE

ROFEEHEICERET S . [9.5 BHE]

(1) REHZSFERNICHFREL TWARWT & 2HERT 5 2 & AFHI
BEHRY, HRLTWEWS E2EHNICHERT A2 &, #
B RASHIBE L - B&1C 13, B ICREEFRIET A &,

(2) ROBIFIZDONWT, REESHIBREICEZICHHAT A2 &,
F7-, BEFLMREICSUHIAT S &,

- ERHICAR 2 HRE LB, BIE - AERICEE
VAT BHBHT L,

- TFRASHIBE U7 SUZEE DN A I A1, B I HY E I
THIE,

- FIRZEHE T 5 AL, HYEICHKT S &

*9.5 113
EHFEXIIEIR L T WA REE D H B LHEICIFEE LR W &,
BERICHFIRAHIA L 7Z5AICIE, BEbICREE2RIET 52 &,
FERFHRORBAICT > V4 7> v v I ZEEERAIE T
VI Ty U ERBMBERIBER & RS SNz BE TEAGEDIE,
JAR - FEROELE., FEROEME. B2, &4 7 AM
fE. JHEBOEBAL R OEAGBDAEIC & 5 & fEfl S h 5 DU o
ke, EBEBHEOEE. MOBERSESH 6 b ORED
HBo o TLUIE YR IVIBEIZEYERER CIFIRARRAIC
595 L HRAR R O S RERASEE T 5 2 ERHENT
W53, (2.2, 9.4.1 2]

9.6 EHLIR
BALEWIENEZ L, Ty NOREHRCEASHICTY
LHILE > R EHEO#RSE T 5 & 0.3mg/kg/ B EDOBETH
A RICEZIREA RO 51, 10mg/kg/ B UL ETAEEIOMH]
BREDOENT VWD, T2, TLUIEURYLEEEIZE MY
FABITTAZEPWEShTWVEY |

9.7 INR
INREE R E U7 BEREER ILEM LT Wz,

9.8 &

WOBICER L, BAE,OBREZHBT 22 SEEICHRST

BT &,

C—RICBEOBREIRFE LS ZVESNTWVS, NEESEI
CARBENDDH S,

- T LAUIE R YIVEBIEIENE R CIFRE NS M
RIS EL A EANS RO ENTWVSEY . [16.63 %
]

10. HHE{ER
TLOVEYRYLVBEORBICIEEE L TEMRBESR
CYP3A4MHEELTWAEEZ LN TV,

BEFEZE (eGFR 15mL/min/1.73m2KiE) D&

BHEMEDET 2RI BT

D

10.1 HAZR HALBWI L)

AL % i PRRER - HEE G IE W - fElREAE T
7URAF L YT I FERGEEMEES, B =TT
[ivee] BEREE, BEH U LM v RIEE(EANERE

FILR FERWRIMEDY 27 | NATREED H %o

(FERRRBEICER S

HEMAHRES N T

BE. 1272 L. i | %,

BEREEIT-Tb %

BIlIFEDOI Y ha—)L

PELLARDEE%

FR<o )

(2.3 2E]

102 HEZFER (HEICEETS L)

HEL% i PRRER - B IE W - fERE T

V(e %69 234 | BEERSERE NS | HEIC/EAZ#EERT 5

BENDDH 5, BENDYH 5,

51 7 SRR HRRE] | MBS Y O LMED LR | TILTLEY o OT I
A0Sy, |TEHIEDDH D, R 279 o3 imie
NIT7LT L, B2k A LETE
By AVAVAVZ ERDHERT 52 L1

F11) 7 LAEREH X5,

HALA Y L% fEEAT - 45 B HEARE
EEDH S EE

FI PR B A T INYNY RN | RIREER TIHREE %
7at IR, TERET 256, BE|TTWAEZICIIL=
MU ZaLXAF7Y |ERDPERT 2820 | VIEESTIEL TS
R& BH 5, BEPZL, TILY

[11.1.2 2]

Ly UBEZHLPLT
Uy,

TYAFL T
EiiE

EHREEE, Sh U Y
2 IE e QMBI E 2 2
ZIBENDNDH B,
eGFR #»° 60mL/min/
1.73m 2 K38 0 B g
BEDDH ZHEENDT
JRAFL 7 IVEEE
EDOHRIZOW T,
BEERPOEELZVLE
TS NHIEEZHRE
BB &,

TrIXT VY A

BERMEEA

BEHERE. sV Y
L ME K DML 72 62
CITBENDDH 5

VT rIVFT Y
> RIEEERA RS
NBAHEED S 2.

UFIL

FINTILEY v EDH
HicBWT, VFT L
B BHBEND
H5o

FINFILEY KD
EERMEICBITSY) T
v L ORI AMEE S
N5,

JEAT T A REEERE|BEERPEIET 2 2 |FERAT O NEIEE
J&Al (NSAIDs) LD B, AN IMEILERIER %
AV RAY 8 BEITAHT URYTT
VUOERERET S
ZEhs, BEER%Z
B S AAHEED B

5
BHEREDOH HEE | JEATOA NHEHEAE
TlE. SHICEHEY | BRlo S axy 75w
BT BTN H| Y ARBEEERICEK
%, D, BiMRESE RS
BIeHOEEZLNTWV

b,

CYP3A4BEZEH] IYRATA YR T LIS RYILER
TYRTTA Yy, | VLFTELEDOHR | EOREHESHICEH
VLFTEL, &, 7AauYE Y | ESNAAREENE X
U rFEIL, NRYNVBEOMPEBE| 5N b,

A4 NTaAFI—VE DB ER L EDORED
H5Bo

CYP3A4HEA| TLAOTVEURYLE| 7LD NIV

U7y ¥y rs |[BomPBESMETY |[IEoRBEIEESNDS
HBENDH B, TREEPZEZ 5N S,




A2 HRRER - IS W - fEbRE 0.1 ~ 5%Ki SHEEANER
U= T N =V TLaIEIRVLEE| T =TT NL—IIE ALT. AST. AL-P. vy-
Ja—2 SEORERAERS | $NAMAHT LY il \Greo LR LDHEF K
nNaBENLH 5, YRy OVEEE O 3 SRR SR
LHEL, 7 LOVY W |~ErEC S DR A
o VRO MR BUNLR. MR, REHE
E LR SR - _. R R, B
‘ . EX6N5. & JLTF=v bR REHEL. S
VUNRYF TLaTEYRYIIVE | EREIIARATH %, HER =
ﬁt?/\//i\xy%y Varrnd —L., Parg gﬁ" =11
Somg (BRI i R, A
BAR) LOMRICK B LOY. B, BB
. YUNRATF D é.ﬂfﬂl u*ﬁﬁﬁ“ﬁﬁ
AUCHT77% LR L7z m f CK k 8 . ; S RT
e s Z DAt | e BZ. B ROERE. g
t@%ﬁlﬂfy@éo (LEHL-J: U) Iﬂlﬁﬂgg f%g—ﬁ‘ Eﬁﬁz%\ %?:F\ ml
Hray LA TALAUVEYRYVEE |7 LU IE R )VEE Y LA, LR
BEORAICKD Y 7 By 70D LRI, B PR, B, (AEH.
0 ) A ZDQMAEED | FEE LTCYP3A4IZ &L RERD. B, FEEE
ERL. BRESOY | DRESNE720. ff
ray LAAQBWERD HICEDy 70y L 13. BERS
RRT BTN D ORBAEES LA 13.1 fEdR
B | LA BB, BEORMOERRICED ., Y397 280ELLNEETE
T Sam s REHESERZREC T LD 5,
Z&—L. BEIEL L
THITY LADRR 13.2 s ‘
RIEMT S, BROLGBERRZV, FFORERITHLT ILFLY
_ RU7 Lu Y RYIVBEIEAR/RERIE N0, BT
1. BIfEA LBBREFEDTREV, oy TLATVEURYIVEEEIRA

WOBWERDH 6bNBEZENDHHDT, BEE DTV,
BEPROOSNIBE RS2 RIET 7% S#EY) 2 LB % 1T
5:(1:.0
1.1 EXGEIER

0 MEMEE GEEARE)

HHE. 5. &, W - BEEOERZER &I 5 ME M FED
HoDONBHIENH B, £/, IR, BX. B, W2 H
SBEMENRFEIH-DNEZENDH 5.
11123y, KM, FEER GHEARH)

R B, BRHASEYH 5 bNHE X, BEBICHET) %
WEZITH &, [9.1.4, 9.2.2, 10.2 ]
11.1.3 SBEE GHEAH)
M1ARAYYLIME (EEARH)
11.1.5 BIERTR. FTHEERRE. &E (GEAH)

AST. ALT. v-GTPO LA HEZ M FFREREFHS5DNS
ZEWH B,
11.1.6 HEABARARRIE (BHEEANHH)

. B CKER, MARURAP I A Zae s EREN
HobNiFBEITIE, FE2HFIEL, BUZLEZT C &
BRUTRAEIC K 2 SEBREORIEICER TS L.
11.1.7 \BFERIEREE. BMEREA. MIvRES (SREEA)
1118 BEIJOvT (BHEARH)

IR, O FVEOWHERDP H5DNLZERDH 5.
11.2 ZOfthDEIEA

ERICEERZRELZEES,. 7200V URVILEBEDOAUC
1399% I8 Uy IRFI2EE RIS TI349%EAd Li-2 &6, 740
VR YIEBERER SO RIPEIH AR & L COEERES
DEHTH A ERESNTNB
14. BRALDER
14.1 ZRIZGREDEFER
PTPEEOEANIPTPY — M 6BV H L TIRA T 5 & 5 5
T35 &, PTPY— hMOBEICED . TEOSIAI A EEREEA
FIA L, FICIIELZ B U THRRRZEOEE % &0HE % O
¥TDHEDNDH D,

15. ZDH{DFER

15.1 BRFREAICE DK B

HEBGZRIZHEG A TEWA, 7LOIEURVILVEBIEICE 518
BERIOODHFEESARER (DEEHRZED) ParohizeD
WEDD 5o

16. EYENE
16.1 MOEE
16.1.1 BO%S

TR (26f1) 1C7 VLY > /7 Lu Y E Y & LT20mg/5meht
BEFUIT VLTI 2 20mgk T 2u Y ¥y & LT5mg (BAIBR)
AT CHEROKRS LB, TYLTILY Y E7TaalErozn
ZNOMEEFRERE R OEMBREEN/T A —F I TOEBYTH
0. EMENESEESRO oD
TINGILEY Y ROT LIy DEMBREEENT R —F

N ¥ Cmax Tmax AUCO—inf tl/2
0.1~ 5% BEAH WEWE | BSHE | (o) 0 | mghml) | ()
RE. TOE. CAME. 2.00
maE s SR, SRADE M mars| o0l | (5o | 135060 (104212
s 7 I o 5.0) —hen
DE. H6o%. FH. L WA | 19399 we 153744 | 105416
LEE . , S % +226.8 : +4,042.3 | 00T
Vi =4 ‘L}%*mﬁ‘ T%H)ﬁ‘ @jré\ J:m H@E\ Y@%Rli%§7ﬁ‘y 30)
e L L S A P T Fl&diis | 3.5+0.5 5.0 1302 | 388463
A?%\%Eﬁﬂ%)\% 7oy |EHE SO (4-6) | +336 ©=0
[ (S B 5.0 138.9
TNLLAE e 5 |70 ] (5-5) | *3s1 |HOETS
R | R BEE, Ko, AR, (FHME + 1R =)
HEIASLESE IR Thax &HFRME (F/IME- H&AE)
MmFH ) ™A LR, miED 16.1.2 EYIZHIEIEE
s B e g S R (JIWLOBESSEHD [YILNS] )
RERE | MR LS. W %;iia%giﬁmﬁ‘ SLLOEESHD [VINT ] L9 5 ARAHHDE, 71024 —
7 7 N—HICEDZNZN 1 (FILFLY 220mg, TLOIE YR
A DEEE. E. O R, B, ErE. 8. EpiEx2 7 L0V E LT5mg) REBREMARTICHEBREREORS
s e I DT N (LR, BEEERE. LTENZNOMBEFRE(FREZREL | 55 N7 3B/ ST A —
A R, EEEs. A % (AUC. Cmax) 122\ T90%(E EX kI THREHENT 21T - 7o 48

£, log (0.8) ~log (1.25) QHWERTH V. WAIDENFHREE
RRSNE




ZINWYILT Y
3000 1

ra
o
[=1
1=}

0) —— JJLLORETE HD
a8 2000 4 ; [

o S ARSEHD

1000 4

MR T I IS i (ng/nl)

0 b 12 18 24 30 36 42 48

B OB (hour)
AUCO,43 Cmax
(ng - hr/mL) (ng/mL) Tmax t1/2
DL LOEEEE 20423.6 2508.4 2.60 9.20
HD [T ] +5078.1 +486.9 +0.86 | £1.93
N 20396.7 2528.6 2.42 9.22
FIIAREHEHD | agens 43496 | +0.97 | £1.90
( mean =£S.D. n=30)
7ZLOYEY
‘-
3 —e— JJLLOESEE HD
l TWILAS ]
- S AEGIEHD

MmEERT LOTEERE (ng/mL)

0 T T T T T T T T T 1
0 12 24 36 48 60 72 84 96 108 120
B Rl (hour)
AUCO*]ZO Cmax
(ng - hr/mL) (ng/mL) Tmax t1/2
SN 115.9 271 623 | 4134
HD [YLA5 ] £39.0 +0.85 | +1.70 | £9.18
o 125.1 2.87 6.67 | 40.77
¥ 7 AR EHFERHD +£36.9 070 | 156 |+11.19

(mean=S.D. n=30)

MAEFEEY ONICAUC, CmaxZEn /S5 A — 413, #EREOREIR, HK
OFREAEY - BRSO RBFMFEIC L > CELDWHEEYH S,

16.2 IRUX
TERRRLA (12) 127 V9L s > /7 Lu Y E Yy & LT20mg/5mgkt
HEEEREA T IERRICHEIRORE Lz, 7YLTLY 2. 7 L4
OV DCha AUCIKEBHICKZEBIIAONEP 729 ,

16.4 {38
TIONYIE VEBREEIC & D REYM- 112, 72, CYP2CoL DR
FHUM-TICR# SN D, 2B, M- 1 RUM-T QAT ZAEEDHEER
WERZEMEDFKIL/1,000CH -7 (in vitro) 10~ 1D o ZYLHILEY >~
1ZCYP1A2, CYP2B6. CYP2C8, CYP2C9. CYP2C19. CYP2D6,
CYP2E1 )&U‘CYPBAM& REET. CYPBAZFEZ L o7 (in
vitro) 10,
ﬁ);?mﬁL\}EH%@TAU PEVIEEICCYPIA4IC L DR#E N B, 12

16.5 HE;
RFEERA (1201) (7 VNP y > /7 LaY ¥y & LT20mg/5mght
AR AT CHRERORS LB, %5 12080 £ T RRERE Pt
RIFT NI NY 1316.6%. TLOIE136.6%TH>729

16.6 BENERZHI2EE

16.6.1 BtkaEEEERE
BHEORENSEL SEMIESE (eGFRED 715~30KMOEER
PREEFREZ 4B, 30~ 60K O HEEEMAERER 106, 602l LOIE
W~ EBEERREEEESH) 17 VLT LY > 20mgE 1 H1E7HERE
RS LB E2) | E¥ ~ BEBHAERE S & i U Ch SRS
BEEZDChae AUCIRZNZN17.3%, 16.7%HENL . BEEBHAERE
HDCrpaxs AUCIZZNZN8.9%. 39.3%MEM L7213 o £/, BHkke
PEEZ LS BMEEREICT VLY ILY > 10~40mg (10mgk v FifG)
Z1H1E0ERMES U E2) | S BiamE s (2261) HEL
TEHEBHERES (1961) © T 7BmiEPEyEEIL35.1~61.3%
HWhnL. EEBEERES (eGFRED HI5KIM) 4H) o5 7
MEEHEEYIEREIE51.0~91.9% ML 7214 . [9.2.1 ]
*1) BHEDeGFR (mL/min/1.73m?) =194 X Cr-1.094 x Age-0-287
Z¥DeGFR (mL/min/1.73m?) =194 x Cr-10% x Age-0287 x(.739
¥2) ENARAE. 7YY v /7 Au Yy & LT20mg/2.5mg
X1320mg/5mgTdh %,

16.6.2 FTHEREIEERE
B ~ AT R E S (Child-Pugh™®3) 2 37 #55~ 6 DR T HAE
FREEGI, 7~90HEEAAEREESM]. FH16fl) ROERMA (16
B T DY E A REFY I )LED & L T40mg % 5 H B REROH
5 U7 ED | AR & HE U O AT E R D C |3 7. 7%
AL AUCIE27.9%E M, FEEFEAERES DOCp, AUCIEZNZN
17.9%. 64.4%3EML7-19 (HEAF—%) .
JFEZEE (Childa#A. B, §561) 74028 & LT2.5mgz Bl
%5 L7z B2 | EERA & ik U TR S 721 % o g g2 &
WCER L. T AUCEPRBEEZRLLZPEREZIRD SN -
72160 . [9.3 2]
¥2) ENARAE. 7YYLy v /7 Au Yy & LT20mg/2.5mg
X 1320mg/5mgTH .
E3) BULEY, 7T I, PTXIZINR, AFHERGE. BEAKGEDRRE
PHAIATILT B 5HE
¥4) TYLHLE O TaRTy Sk (ERFRER)

16.6.3 St &
TRz ERE (65U LSS, 2461) RUIEEMHE (185145
BLUT. 2460 (<7 YLy > 40mg# 1 B1ESHEREROHRS L7z
BEE2) | EEE DChax. AUC (RIEHSH»58HHE) 1&. EmiE L I
BLTZNZN15.6%. 9.0%FEA LY (SEAT—%) .
EREIEERE (PHER79.7%. ofl) Ic7L0PE & LTomg
ZHERG, KO HIE8HMRER RS LT | FHEREY (F
HEmR22.3m%. 6fl) &HEL THREHRGROC . AUC, RIEHRSH
HEFDOCpraxld VTN O ERICEME R R LD, T Ll BBEETZOONN
Bl ol REBRSROEGEMEEREOMFERT L0 D BER,
EERBEE LD OEIEB LN, 20089 — VIIHFERBEL ICHEML
THBY., BRELEERE TEOERISEAT 2ERIERD 5N r» -
729, [9.8 ]
¥2) ENARHARIL. 7YLTILY > /T aaY ¥y & LT20mg/2.5mg
X1320mg/5mgTdH %,

16.7 EMEEER

16.7.1 ZIIWBII Y EF LOJEY
R (1861) 127 D8Iy »40mgKk N7 Lu I & LT5mg
% B BURG 5 % OB RIS LS | PYOLYILY v, T AT
VY DCraxs AUCIKHHRRRSIC L 2HBEIA SN L5721

16.7.2 7IIWHILI > ETILAF Y=L
A (1861) 127 )Lba)y—L (CYP2COMEEFA]) 200mg#1H1
m7 HEREZRSROT VLY LY »40mg% BERFOMAERS (710
FV—VERETAE) LAEED | 7YLY LY Y DCha AUCKK. B
TSR B L TENEN14.1%. 42. 1% L7219 (SHEAT—%) .
F2) ENARHARIEL. 7YYL Y v /T LauY ¥y ELT20mg/2.5mg
X1F20mg/5mgTd %o

16.8 Z Dfth
(I LOEREEHELD [YVILNS] )
VAU EREHRELD [YANT] E. [EEFRLHEOEFEEA O EY)
ZMRSEHRBE T RT 1> (FR24E2H29HRAERFK0229510
2) ] IKEDE, VINLUEESEHD (VNS ] #iEERIEE L&
., BHEHPRES KNS, EMZNICES AR SN2

17. BRIRERA&

171 BERUR2EICET 55

17.1.1 EAISE MABMREEEER
[ EXI T ERREEMEERE 2RI, 7ILFLY >/ TLavE
> (%) &L T20mg/Omg (15141) . 20mg/2.5mg (15141) .
20mg/5mg (150%1) . Omg/2.5mg (76fl) XikO0mg/5mg (754)
% %EI IESEMHE L —HERLERBOBRIILTOEB D TH
) o
BB TEO N5 7 B ARR A/ M EZ (L8 (mmHg : FHE
+IE¥FEZ) 1. 20mg/Omg# 5 #1%-13.9+£8.47/-21.5£12.23,
20mg/2.5mg#% 5 BE1-10.2 £8.78/-31.4 + 13.26. 20mg/5mgtk 58t
13-22.3£8.47/-35.3£11.50, Omg/2.5mg#5813-11.6 £7.38/-19.3
+11.65% 00mg/Smgi 583155 +7.97/-26.4 £ 10.07 T > /-,
F 7. b T 7 B 9 88 O E 25 {6 R 13 20mg/2.5mg 3% 5 BE ik
20mg/Omg#H 58 &% 0'0mg/2.5mgi 58I A, X20mg/Smgfk 55
1$20mg/Omgit 58 K% '0mg/Smgf 58 I NER L EZNPRD 51,
t 7 7 REAPEAMEZ (LB O AROFEREREZN A 5N (2 Tp<
0.0001, — CEESHAHTET IV AW HAEE) ©
BB, BEHIO NS 7 REMIRREA/DERLE (mmHg @ FH4E) &
99.9~101.0/160.2~161.1TH > 7z,
HIE A R BEE . 20mg/2.5mg#% 5 # ©9.3% (14/151) .
20mg/5mg 58 T5.3% (8/150) TH V. ELFIEAIL, 20mg/2.5mg
BEBRTMH 7 L7 F U ARRXAAFF—EHM3.3% (5/151) .
20mg/Smgt SR TIRFHMED £ 12.7% (4/150) TH-o7z,

17.1.2 EARE MEREESHER
[ BT EAREEMTERSE (368F1) 2MRIC, TILFLY V/
7LaYE Y ELT20mg/2.5mg X1k 20mg/5SmellAdE % 1 H 185258
ﬁsﬁ%’a‘- U7-B, BEZIRIIHEHE L, RELLMEI Y hu—Lpg6hn
7222
BIfEFAFHSERE L. 15.2% (56/368) TH V. EuEIEAIX. AAtko
F13.0% (11/368) . FEEDHFW11.6% (6/368) KU MAFREREE N
1.4% (5/368) TdH 7222 ,

18. EINEIE

18.1 fERAKRF
(FIWBILIV)
TINVINT ZT v IFF vy U84 71 (AT)) ZHREITHEELT
TrIF TN EER L. EICFORS L MENEER Z2 %3 5
L& - TET HRBMEERROBETIC K VEEERAZRT 2



(7 LOYEYRYVEE)
MREOBAREE N V2 L F v 2 IVISGBIRIGICE S L sl Ao
Ca?t OMAZBALSE CHIESPREMEDOFEHZiESE 5. TD
H T LEFERIGBRICHEE T 5 & L b ICREZ R L. 20
FIEA 2SS < MEBIRERRT ZEARO SN TN D2~ 25)

182U V-PUVIFAT VI IVRICRIBFTRE

TERERLA (1261) 127 YILH L4 > 20mg# 1 B 187 B S U7 R, 1

MU VEE, M7 IF TV TBERCT VATV TR

EO#EMARD 520

19. BMM S ICEAT B EEFHAR
19.1 ZIWBILIY

—RRENRHEE: 7YYLy > (Azilsartan) [JAN)

{524 : 2-Ethoxy-1-{ [2'- (5-0x0-4,5-dihydro-1,2,4-oxadiazol-3-
yl) biphenyl-4-yl] methyl}-1H-benzo|[dlimidazole-7-
carboxylic acid

BFI: CusHyNLOs

NDFE: 456.45
% R 7V LY VIABOKBREISEEEON R TH S,

{EFEER @ COH

N~

19.2 7LOVEYRYIVERE
—WRIIRT: T L0V AN VERE (Am odipine Besilate) [JAN]
{34 : 3-Ethyl 5-methyl (4RS) -2- [ (2-aminoethoxy) methyl] -4-
(2-chlorophenyl) —6—methyl—1,4—dihydropyridine—3,5—
dicarboxylate monobenzenesulfonate
C20H25C1N205 M C6H603S
567.05
TLOYEYRYILVBEIAE~FHEABOBEEON K TH
éo >< & —n/ ﬁ TR IH =L (99.5) ISR
NN I e XY — ViR (1—100) 1358k
'ﬁ%%é 75 L %
{EFEER

SF:
NFE:
M AR

Iz

HzC O/J“\,fNHZ

O. - CH3

: ~303zH

RURBRLH

'H 0
B O f198T (9fR)

CVC'
22. @&

(I LOREHELD [YILNS] )
PTP : 100 $ (10 $Ex10)
(JILOREHEHD [WYILNS] )
PTP : 100 $& (10 #&x10)

23 EEXW
1) FIEREHIZ > ©
BRI

HiC~

FEFEHEZ. 2017 ;47 :

B R B EERHR ARl EaMEEE.

AT fth FG%%IE 1991 ;42 (2) :167-176.

Naito T. et al. :J. Hum. Lact. 2015 ; 31 (2) :301-306.

BB %EE? 1991 ;29 (6) :899-902.

Laine K. et al. : Br.]. Clin. Pharmacol. 1997 ; 43 : 29-33.

TIONTIIEY /T Lu P S EEEOEMBEHESED (7T

BoardE - 20143 H24H&RR. HFERMIE2.7.6.3)

) BB SN ER - N ESEERE (58HD)

) TYNHNY 2/ T LU PV EASEOEMBERBRED (TR

Bo&dE - 201453 H24H4&RR. HFERMIE2.7.6.1)

10) 7MYy > ORBICET 51550 (7 VIILVEE @ 20124E1 A 18H
AR, HREEREIE2.6.4.1)

1) 72088 > ORBICET 258Q (7 DI 8 - 201241 A18H
AR, HEEERMEE2.6.2.1)

12) 720y oRBHCET 285 (V7 5 ARG © 201453A24H
AR BARES)

13) 7ONHLY v OBEEREERICB T 2EMFEHESE (7L
INGE D 20124E1 A 18H&ARR, HFBERMIE2.7.2.2)

14) 7/)b4f)w > OEEFRRBEED (7 VU8 1 201241 H18H%

. HEERMIE2.7.2. 2)

15) 7/)1/&)%7 v ORFHERERER ICB T 2 B HEBHBEE (70N
- 2012E1FJ18E|$<§?§\ HEE BRI 2.7.6.17)

16) BT fth © I LA, 1991 5 19 (7) :2923-2932.

17) 7 INH Y v OEYERERBESGED (7 2L N8 201241 H18H
A, HEERMIE2.7.6.15)

18) 7N NY v 7 LruP ey OBRYIHEERRERE (75 A/
GFE 201443 A24H &R, HFEERIE2.7.6.5)

19) 7VNHLY v ETLAFY =)L EDOENMEEERRBRE (7L
JNEE D 201241 H18HA&RE. HFBERHIE2.7.6.18)

20) BREEGR AT ENER | EWHORSERE (JELD)

21) 7IONHINEY /T Au D U RESEOREKRRESED (7T A
$E : 201443 A24 0%, HEERRE2.7.6.7)

1353-1355.
2021 5 29 1 49-54.

22) TIVNYINE /T LAa Y U ERESEOEERBEEED (7T AEE
$E 0 20144E3A24H&RR . HEERMTE2.7.6.8)
23) TYNYILEY ORI (V27 5 AFEA&HE © 2014438 24 H &R,
HEEERME2.6.1)
24) (LR #5E i - AEEEEE. 1991 ; 97 © 167-178.
25) E+/\SIE B AR S ESE, EEE, 2021 ; C-306-311
26) T INFIE v OIEMBREREREAEQ (7 VNN 20124E1 A18H
ARR. HEEERMTE2.7.6.5)
24. XERERAERUEVE DR
RS EEERE
T563-0036 AFFMHMEEILITHIOELS
TEL : 072-761-1456 (f83) FAX : 072-760-5252

26. HIERFTRES
26.1 SUSERFETT

BRREHFITT
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