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1égh, 7ILH LY~
20mg. 7AuYEINYIL
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5.1 @EAMERTOBZNENSH 0. KK % EIERED
HEREE LAV L,

5.2 HHIE LT, 7YLHLY 2 20mghkU7LavEyEL
T25~5mg AL TV AHE, HHVIRLTAL—T
EEALMED Y ba— LR +3EBEIC. BEAD
UDEZEZMETH &,

6. iENUAE
BAICIRIHLIEILSE (FPYOLVHFLY Y/ Trud el
T20mg/2.5mgXix20mg/5mg) %FEOHET 5. AH
EMEGEOE—EBREE LTHW L,
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9.2.1 EEKBHEEEE (eGFR 15mL/min/1.73m2ki)

< T AUV AT IVBRIEIANE R T mHIRE D
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%%, [16.6.32]
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FTILFLY v OBREICKY, EFaECETZE

CITBENDDH 5. [11.1.250]

9.3 FFigREEE RS
FEEOEAERERE (Child-PughSEAa7 1 7~
9) T IYNLY LY YOIFBRED LAESHFEShTL
%, WRREBTIE. BELFKERERE (Child-Pugh
A7 10LE) BRI TWiz, £/ 74T
DEURVIEBEEIZEE LTHEBTRESN SO, M
rF I R R O E B R OF I o g R — B R bR N R
(AUC) PHERTHZEND B, [16.6.22R]
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B, KOBE. RE. #ik
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. COR% ERE. HEEEEEM. IR
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v-GTPDO L&
b3 AEZUE VS FRIMERIEA . [ mBREEAN, %
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13.2 &
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LYV ROT LUV URYILBEIEARZERIS TV
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AEA RERBBEATIA L, BITZFLZB I U THERR
REOEBELAMERZHREITLIEN DS,

15. ZDDFE

15.1 ERERERICE D B
REBRIZHS TRV, 7LUIEURYIVEEIEIC
KHEBERIOOFHHEECARR (DEWHEREZET) »

HONT EDREND 5.
16. ZMENE
16.1 MoRE
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L C20mg/5mgll&8EXIE 7 VYL y > 20mg K
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BOB/ELEE, 7L LY ETLOIEDF
NZFNOEMEEEN ST A —FIZDTDEBY TH

D, AEMENRSEARD 51,

TINHNE Y ROT LUV QEYBREER T X —5
: . Crmax Tmax AUCo.inf ti2
HIEME |55 (ng/mL) (hr) (ng - hr/mL) | (hr)

R 1963.1 2.00 15987.4 | 10.4

\ RasERs +270.3 | (1.5-5.0) | +4216.7 | =1.2
Y250 % 84 19399 2.00 15374.4 10.5
BRRARS) 40068 | (15-3.0) | £4042.3 | 16

N 5.0 1302 | 388

. feaERs| 3.5+£0.5 (4-6) +33.6 +6.3

V= PA 5.0 138.9 41.6
AR 37207 | o | 50 | igs

(P9 BEMRZE. TmaddHRE (RIME-RAME))

16.1.2 £ ZHRF SR
(YW LOEEELD [YD))

(1

PINWYHIIT Y

VL LOEEHELD [YD] &7 5 ABEHELD%
JURAA—N—FICLDENTNIE (TINY
LE v ELT20mg) . RFEMABFI0ZICHAR
EREOHE L R REEBE ZRIE L 7.
Boni-EYMHFHRE/INT A —% (AUC. Cmax) I
DUV TS AR A I THEHRNT 217 - 155 R.
log (0.80) ~log (1.25) O&EHEANTH . HWAI
DEMENREESHER S NS,

HEINT A —H BEINTA—F
AUCO-48 Cmax Tmax t12
(ng + hr/mL) | (ng/mL) (hr) (hr)
VL afe s 17370.0 2183.1
LD [YD] +4593.3 +503.9 29%1.1 1 9.6£1.0
¥ 5 AEE $E 18174.3 2349.1
LD +34815 | +389.3 | 2408 | 9.6+10
(P fE + 18R ZE. n=30)
(ng/mL)
3000 -
— oy
2500 ¢ Y sulie&EELDYD]
1 o 7T AREHELD
2000 t ;
3 (FoE £ EERFZE. n=30)
1500+
-]
g 1000 |
500t

O L
0123456 8 12

24 3648
5K/ (hr)

MEEPRELTICAUC, CrnaxFD/XT X —F1&, HERE OFER, 1§
EOIRHEEY - RiFFEORERGAFIC & > TRL 2 TREMEN H 2.

(2)

7LOYVEY

VL LafRESELD [YD] &% 7 J ABE&$ELD %
JURAF—N—IRIcKDZEhZhIsE (FLaYy
¥y &L T2.5mg). BERABTFI0HICHER
EREO#HES L TEPREEREZRE L.
Boni-EYEgE/t5 X —% (AUC. Cmnax) I
DN TI0WEHEX MIEIC THEHRNT 21T - 7 iR
log (0.80) ~log (1.25) O#HEAANTH . WAl
DOEMZENRIFEE PR I N8,

HEIST A —% BEINTA—F
AUCO-IZO Cmax Tmax t12
(ng+hr/mL) | (ng/mL) (hr) (hr)
YL a Bl A 66.57
LD [YD) +22.03 1.59+0.40(6.8+0.9| 37.7+10.7
¥ 5 AEA 64.21
LD +21.40 1.55+0.3416.4£0.8| 36.7+8.3
(P +F¥ERFZ, n=30)
(ng/mL)
2 .
1.8t —— VLA UEASELDIYD]
1.6t & Y75 ZBAHELD
m 1.4r )
%127 (P L 1¥ERZ. n=30)
)
Eos—
= 06f
0.4
0.2
O L L L
01245678 10 24 4872120

HE&EHE (hr)

MEEFREL CICAUC, Cmax®FD/87 X — 213, #EEOBR, (&
TROPRENEE - R ORBIEMIC L > TREDWTRENH 5.

(YL LOBEEEHD [YD])
(OW21%721%

YV Aulia$EHD [YD] &% 7 AR&§HHD
EIUUAA—N—FICLDENZTNIEE (TIN
PV &L T20mg) . BFERABTF3I0ZICHE
HEREOHRES U TP REMARE ZHIE L7,
Boni-Ey#HaE/)NS X —% (AUC. Cmnax) I
DT 0% HER LIS TIREHRIT 217 - 72 R 5R.
log (0.80) ~log (1.25) OHFEHNTH D . WAl
DEMEFRIEEPTHERE S Nz,

HIEINT A =% BENTA—F
AUCO»48 Cmax Tmax t12
(ng - hr/mL) | (ng/mL) (hr) (hr)
Y LuldasE|  15230.7 1987.2
HD [YD] +3435.5 +398.6 2.1£07 1 9.3£08
¥ 7 ABEEHE| 163324 2333.6
HD +3263.6 | +5052 | [OF08 | 94£L0
(P91 + 12 H#EFZ, n=30)
(ng/mL)
3000
2500 —— VL A &$EHDIYD]
i Y77 AFEHEHD
2000 ;
%E (P fE R ZE. n=30)
1500
=]
B 1000
500
[y S ‘ , :
0123456 8 12 24 3648

# 5%k (hr)

MEEFEELETICAUC, Cnax®0/55 X —F 13, HEEOBIR, &
TROPRENEE - RHFEORBEMIC L > TRADWTRENH 5.

(2 7LOYEY
YLLsulEsEHD [YD] &9 5 Af&§HD
BIOAF—N—EIZKDZFNENIEE (7 LU
¥ ELT5mE). BEMABTF29RICHAER
EREO#RS U CMmERREFREZBIE L,
Bon-EYEFEINS XA —% (AUC. Cnax) I
DTSR BIEIC THREHEN 1T - 7= FE 5.
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log (0.80) ~log (1.25) O#EFENTHD . WA
DEYLIFEI SRR S N7,

HTEIST A —4 BENTXA—F
AUCO-IZO Cmax Tmax t12
(ng + hr/mL) | (ng/mL) (hr) (hr)
i pas
I;SI’FAYUD?E”% iglz'zlg 3.17+055| 5.0+03 |38.8+6.0
Y75 AE A 110.19
HD +252] 3.18+0.63| 5.1+£0.3 | 38.3%6.1
(P + 128 R, n=29)
(ng/mL)
4
35 —— VLA ufita$EHD[ YD)

i 3 o YU JABAESEHD
% 2.5 (Pl =R, n=29)

oY : ‘
0124567810 24 4872120

BE5ER (hr)

MEEFRELFICAUC, CraxFD/NT A —F 1, #HEEORR, 1§
EOIRHEEY - REfFEORERSGAFIC & > TRL 2 TREMENH 2.

16.2 ORIN
BEERA (126)) K7Ly v/ Thudr el
T20mg/Smghl & 2 R TN IS ARKICHER O
SLEEE, 7TYLHLY Y, 7LUIEYDCnaxs
AUCICEHIZ LB ZA SN LD o710,
16.4 {5
FINTILY IIHREBIC K D REBIM- 112, £z,
CYP2COIC K D RBWIM-TTICR# SN B, 2B, M-1
EUM-TOAT\ZBBROBEEERIIREEOKHL/
1000 CH - 721D:12) (jn vitro)o 7INT LY iZ
CYP1A2. CYP2B6. CYP2C8. CYP2CO.
CYP2C19. CYP2D6. CYP2E1 % U'CYP3A4% fHE
#9, CYP3AZHBE L 2h -7 (in vitro).
AN LAEREOT7T LTI IEFEICCYP3A4IC &
DR#EN B,
16.5 HEftt
BEERA (126) 7NNy v/ TLhud el
T20mg/Smgll &t 2 AR T CHENEOKS L /- F.
BE1200 /M E CORBIRFHMEIEZ T NV Y Vi
16.6%. 7A0IEVIZ6.6%TH 7210,
16.6 HEDNDERZHIDEE
16.6.1 BHEEEEEEE
BEHMECEENRL S BEMEERE (eGFREVHLS
~30RMOEEEHEEREFLH]. 30~60KmOHE
EE AR EE 0. 60LL EDIEH ~ R B aEm
EZHSB) ICT7 VNV LY 2 20mgE 1 H1E7HERE
BOKS LRKED, E¥ ~BRESHERES L
L CHhEEEREREEDCpax. AUCIZZERZEN
17.3%. 16.7%#EML . EESHEAERES DCnax.
AUCIE#FNZFN8.9%. 39.3%HEMLY, T/, B
WREREZHS BMEERZFICT VLYY V10~
40mg (10mg& V%) Z1H1E10ERE®ZS L7
BFE2), REEEMEERES (226]) LHELTEE
BEHEREE (196]) O T 7 RMmEhEyEE
35.1~61.3%#ML ., EELSHAERES (eGFRED
MI5HRM) (41) @ b5 7 RmsEhEYEEI1X51.0
~91.9%EM L 7219, [9.2.12H]]
16.6.2 FH&acE=EE
BRE ~ EEFREEREES (Child-Pugh®) 2375
5~6DBEIFHERERERIM]. 7~90 BT HaERE

EH8H. Ftl6fHl) KROEERERA (1661) 27 2Ly
L YA REY INENE L T40mg % 5HBRERD
5 U7-B5E2), BERA & it U ORI R E
D CrmaxE7.7%RA. AUCIZ27.9%# 0. HEERF
HEEREE DCnaxs AUCIKZENZEN17.9%. 64.4%
EmLzzto (NEAT—%).
FFiEZEE (Childa8HA. B, 561 c7LudE
&L T2.5mgx BE#E U BiED) | BERA &
BUTRES72EMBOMFBENERICEAL. tie.
AUCIERXEEZRLPERZIZD NG -
7217, [9.3%H]

16.6.3 SinE
Rz ERE (65mLL B85, 2441) KUIES
e (18RLLL4SEITR. 2461) K7 VT Ly v
40mg# 1 H1ESHERERORS L RED), SihE
DCmaxs AUC (MG D> S58HHE) &, HEEmE
EHBLTENZENLS.6%. 9.0%BAD L7218 (4L H
AT —=%)0
EiRELEESESE (FHERT.7K. ofl) 740
¥ &L Tomgx BERE. KU1HI1ESH HKE
BOKS URRE), BEEREE (FHER22.3K. 6
f) & B U THEHR GO Cnaxs AUC. REHRS
BHEBEOChnaxd VI NS EFRICEEEZR LI, ti1e
ICEBZRROOSNL >z, REHGRO SR
EEREZEOMBEF T L0 EEIX. BHEBRE K
DHELHEB LD, TNy —VITBEEREEICHE
PILTHBY, ARESNEEEE TCEOERIEKRT S
BRI SNz h - 725, [9.85H8]

16.7 E4MEEER

16.7.1 ZIWHBILIVET7 LOTIEY
BEERRA (18f1) IT7 VLY L% »40mgh T L0
Y& LTomgx BB 5 K R EIJ RS L
ZHED POLT LY Y, TLOVEYDCraxs
AUCIZPIREEIC X 23 A S5 N 5 7219,

16.7.2 7IIWHILIVETIVAFY—=IL
R A (1861) Ic7)LaF+ Y —)L (CYP2COMEE
Al) 200mgz 1H1EI7HERERSKOT VLTI
Y40mgE BEREOMfAKRS (7 LVaFy—Ligs7
HE) U7ZBEE), 7YLH LY > DCraxs AUCIE,
BMBEREHBE L TENEN14.1%. 42.1%EL
7220 HEANT—%),

1) BHEDeGFR (mL/min/1.73m2) =194 X Cr1094x Age-0.287
ZHDeGFR (mL/min/1.73m?2) =194 X Cr1.094X Age-0-287 x
0.739

¥2) ENEAZERAEIR. 7YLVHLY Y/ 7LAaYE Y ELT20mg/
2.5mgX1320mg/5mgTdh %o

H3) EVILE Y, 7T Iy, PTRIZINR, FFERE. BEAEOR
6 2a7bd 2508

H4) 7ILHNLY > OTu Ry Ik (ENRER)

17. ERPRREHE

17.1 BURUREEICEHT B8R

17.1.1 EAISE MEMREEEKER
[ EXE I EARERMEERE 2 HRIC, 7ILY
VWV y/7hayey (i) &L T20mg/0Omg
(15141). 20mg/2.5mg (1514l). 20mg/5mg
(15041). Omg/2.5mg (76f) XixOmg/5mg (75
Bl) 21H1ESEMBZE L —EERHERBE O R
BUTOEBYTH S,
BRI TREO b 5 7 BEEEALLSR I/ g A i E 2 A
& (mmHg : FHEEERZ) 3. 20mg/OmgHk
5R13-13.9£8.47/-21.5+12.23, 20mg/2.5mg#
E#13-19.2+8.78/-31.4£13.26. 20mg/5mgik5
B1X-22.3+8.47/-35.3+£11.50. Omg/2.5mg# 58
13-11.6+£7.38/-19.3%£11.65K% 0V'0mg/5mg# 55
13-15.5+£7.97/-26.4+10.07CTH > 7,
Fiz. b T 7 REMIEREINEZ{LE1320mg/2.5mg
Fe581320mg/Omg#k 58 K 0'0mg/2.5mg#k 57 1
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K, X20mg/5mg#H 5813 20mg/Omg# 58 K O
Omg/Smgk GHICHNERLZEZPRDOO N, T T
PRI LB LB L RO BR G EZN A 5Nz
(&£Tp<0.0001, —TEREBEFHATET NV EH N
Xt HARRE ) o
BB, BERTO N T 7 R AL R/ DURE 1 M E
(mmHg : F¥4fE) 1399.9~101.0/160.2~161.1T
Ho7z,
BIfE R HBUEE X, 20mg/2.5mgi 58 T9.3% (14/
151). 20mg/5mg#H5#T5.3% (8/150) THH.
F2EIEA IR, 20mg/2.5mgk SR Tlh s L7 F >
R ARFF—CHMN3.3% (5/151). 20mg/SmeHs
HTEREHEDEV2.7% (4/150) TH-722D,
17.1.2 ERS MBRIAZ SER
[EXEIEARESIEESRSE (3686]) 205
Wy 7YV LEY Y/ 7TLuYEyELT20mg/
2.5mgXi%20mg/5SmghtaHE% 1 H 1 [ES2EE#H 5 L
ToBE, BEERIRIERHRE L. KELLMET Y bu—)b
MRS NTz.
BIEFRBSEE L. 15.2% (56/368) THD. Ei
BIfERE. RO F13.0% (11/368). E#HtkD
FUW1.6% (6/368) RUIMHREEML.4% (5/
368) TH-7z22,

18. FERHEIR
18.1 1EFER
18.1.1 ZIIWHBILI Y
TIVFLY R Ty IFTFyI 018471
(AT1) ZBERIHELTT Y37y v 0 &K
L. EIZZ05N s mENMEERZMEIT 52 &I
& o THET 2 RMMEBRIR OB TIC K O EEERZR
3—23)0
18.1.2 7 LOVEYRYVESS
R D BAURTELE 1L 2 ™7 L F % FIVISERINICHKE
AL, filaNA~ADCa2t DR AZ B S & TREIME %
FKAEIME OB 2HEESE D, ZOHILT T LR
ERIZBRICRBE I EHICEEEEZRL. 2D
HEIER AT  MERIREZRT I EPBOLATY
524)’25)0
182 VZU-PUIAT VI VRICRIZFTHE
A (1261) 17 PIH Ly >20mgZz1H1E7H
R 5 U7-W, ML = ok, Mgy o ot5>v
IEERTTVIFTF v T EEOEMARD 5N
7220,

19. B ICEAT 3IBEEMNAR
19.1 7Y IWHBILg>

—MREGZHE 0 7YYL Y o (Azilsartan)

{t % % :2-Ethoxy-1-{[2'-(5-0x0-4,5-dihydro-
1,2,4-oxadiazol-3-yl)biphenyl-4-yl]
methyl}-1H -benzo[d ]imidazole-7-
carboxylic acid

: C2sH20N40s5
1 456.45
BRI ITHREOHRTH .
AT )= IZRRBIFICLL, =¥ =)L
(99.5) 1TBIFIC K\ KITIZEA LB
VAR

B D
H
S5 Y

23 Fv

HN
ey
o O/N
19.2 7LOYEURY)VESE

— BB T AU VY RYIVEEE
(Amlodipine Besilate)

b % 4 :3-Ethyl 5-methyl (4RS)-2-[(2-
aminoethoxy)methyl]-4-(2-
chlorophenyl)-6-methyl-1,4-
dihydropyridine-3,5-dicarboxylate
monobenzenesulfonate

: C20H25CIN20s - CeHpeO3S

1567.05

R AE~FHEAROKREOHRTH .

AT )= VIZEFRITL, 25—
(99.5) IZRREIFITL L, KITHEFIZL

[
N
SE L B

Vo
A% ) — LB (1-100) 3ieretEzm
S0,
{biEE
O/\/NH2
H;C O~ -CHs ©/SO3H
RO SRR

22. a
(JILLOESHLD [YD))
100%2 [10%¢ (PTP) x10]
(YL LOBEE#EHD [YD))
10082 [10%E (PTP) x10]
500%¢ [10%¢ (PTP) x50]

23. EEEK
1) PIEREth fth : REMHE2. 2017 5 47 : 1353-1355
x2) BHERHE i BREERGARIZSMEE. 2021 ;
29 : 49-54
3) WEAREKR i JSFHZEE. 1991 ; 42(2) 1 167-176
4) Naito, T. et al. : J. Hum. Lact. 2015 ; 31(2) : 301-
306
5) B fth: BEEZ. 1991 ; 29(6) : 899-902
6) Laine, K. et al. : Br. J. Clin. Pharmacol. 1997 ;
43 :29-33
7) TIVNYILEY V/7 AU Y EEED Y Eh R B RS
O (7T AEAEHE : 201453240 &8, HEERTE
2.7.6.3)
8) (KRHBEEMLNER  EYWEHNREERE (A ELD)
9) (KRBHEEMANER @ EWENRSEERR (BA&8EHD)
10) 7VNHIIEY v /7 hu DY A ED Y B RE B E
@ (7T AELEE - 201483 24H &R, HEERMT
H2.7.6.1)
11) 7INVHLY > ORBICEHT 28O (7 I ILIVEE :
20121 H18HA&GR. HEERMME2.6.4.1)
12) 70807 v ORBICET 2@ (7 2VIVNEE :
201251 H18H&R. HiEERMEE2.6.2.1)
13) 72uyeroRBICHET 2HE (75 AB & :

20144F3A24H %R, HEMEH)
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14)

15)

16)

19)

20)

21)

22)

)
S

24.

26.

TINYINE 2 OBEREREERE BT 2 BB ERR
AR (7 PL/NE D 201261 A 18HKRR, HIFE RIS
2.7.2.2)

TONH LY Y OERRERMD (7138 20126
1A18H&RR, HERERMEE27.2.2)

TINHINE T OREREREE IC B 5 ) B EEER R
(7 YNNG 201241 A 18HARR. 3K RIS
2.7.6.17)

SENISERE i SR, 1991 5 19(7) : 2923-2932

) TIYNVHLY OB ERBHABBAED (7 P IIVEE :

20121 H18HAR. HiEERMTE2.7.6.15)
TINYILY ETLOIY Y OEYMEE/ERRB G
(F7 5 AFAHE : 201443 24H &R, HE BRI
2.7.6.5)

FTIONYIEY v ETINTF Y — )L & OEYEEAEHHER
B (7P NEE D 20124E1 A18HARR. B ERTE
2.7.6.18)

FINYNLY /7 Lu P RESEDEFKRBEED
(F7 5 AFASE : 2014FE3HA24A &R, HE BRI
2.7.6.7)

TV L/ 7Lud U REROERRBRED
(F7 5 ABASE : 2014FE3H24H &R, HFERTE
2.7.6.8)

TINWHIEY COERER (75 AEEHE ¢ 201443
H24H &R, HEERTE2.6.1)

iih#nd  fth : HEEFERE. 1991 ;97 1 167-178

) BT AREHAERGHHRE EIFE. 2021 ; C306-

311
TIOVHLE  OEPBREHABBRED (7Y IILNEE
20124E1 A 18HARR. HEFHERMNE2.7.6.5)

MEEERERUEVEH B

HRASHGEE BERERE

HILRE TR E3697 &8
8. 0120-647-734

BUEARTERES

26.1 BHEARSETT

'// trrteu PRiERE

ELRELMERIIRS3697&EM8S
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