2023 £ 10 HSET GE 1 /D

El“l

FREIE - 3 4

& iR

hy

| R XEER

BFREmR I EES

872149 (§ 2mg. 4mg. 8mg. 12mg)
872179 (% 2mg. 4mg. 8mg)

Fefett Y > oA 7 > > I AR EEHTH

HASERS Ty LTl

A )

7J“J"iﬂll:9/fm2mgr sl
HYFHII Vs dmg= 70
AYFYIVI Vs 8mgi=—O]
YFYILI Vi 12mgi=70)

Candesartan Tablets

#& 2mg #& 4mg #& 8mg #& 12mg
# & B | 22600AMX01114 22600AMX01115 22600AMX01116 22600AMX01117
B 55 B 1A 2014512 A 2014512 A 20144 12 A 20144 12 H
) EE - ERSONA & DTS &
2 BB (ROBEIEREL BN &) o - REE
2.1 AHNID IR U BEE OREEE D &b % B #H T TR Eff | ES | HE
2.2 ITIR SUFIEIR L TV 2 ATREME D 35 % & 1E[9.5 B (mm) | (mm) | (mg)
23 7Y AF L I RIVEEE %G5 ORE R EH (- o — R
L. thoREEEET> ThRaBIMED T ho— Ja\
g AA
WINEL SAROEEZR<)[10.1 2 . ~ —
FLSAROBFEER I ] 0Ty | e &J
amgl=7m) | g™ 70 | 27 | 130
3. #RK - MR NP-342
3.1 #
/e
A 3 4 wom Al - | TBTNE -
™ T 7‘3/7"&)]/&/% WAL rngJ
1 g ‘ 8mgl=70) | -0 S22% 70 [ 27 | 130
\ = - HAZE G FRAD Fee : :
2mgl =71 7 -
SLFEFI @ (B
2mg o | dTVELE | O
1 g o l2mgl =701 | S 70 | 27 | 130
L RIEES 35 FLBEAR R DE S
73/7‘?‘)}/5/@& BTy | RTEOOY NP-345
amgl =TS LreF |TYTv
4mg roF> 7o N
™ Elto— 4. RhEE - R
Eﬁif;%jﬁ A, ATT Y (BoTFHILE > E2mg. 4mg. 8mg. 12mg[=>"0))
BTN g S ORI |V AT T O &IMEE
smgl=7m | DU L ), | EYoE O BEHMEMER
8mg ¥ L - (B> FHIL4 4 2mg. 4mg. 8mgl=70O])
T 55 TROKET, 7> I17 >0 ERBEREEAOR
L o EI\ZIS%)%%‘ 5 HEY) TRWGEE
neFes g WEERY O 18t LS (BiE~h%E)
| 2mel =) STYINE
& — SLEFEEFI
12mg 5. %hEE - HRICBEHET 2EFE
3.2 RF DMK (B LTE)
S KEX 517 > 2F T 2 MR FEAIR G K D i #E
HE | BEx | &8 IMTHONTWRWEFIZB T 2R OENMEITHER S N
o R ) | (mm) | (mg) THET, AL, T 0F T > o 2 AR
P SUBATIRGT 52 L2 FRET 5,
n 527 >0F T 2 VEMBERERN OB EINA 572
— BHEIIBI2ARHAOEIME R N Z 2, Wy > 2F
KT bk | o~ e T2 CEMEFRAER AR O L 725G oA
2mgl=7n)  |@ao#k 70 | 27 | 130 B O AEPERER S N THR N,
NP-341 5.3 NYHA .0 HERE BRIV D18 MDA 2 BE 1T T 2 AH
DA FMEIEHENL L T (AR D70,



6. A% AE

(& IESE)

BA
WHE, RACE1IHIEA > THILY > v LFeF
WELT4~8mg 2R H#FEG L. LEITEU 12mg £
THWETS., 2L, BEFLZMESIHETE. 1H1
[ 2mg 75 # G52 L. HEIZISU 8mg £ THE
T5,

U\
WHE, 1L 6 mARMO/NEIZIZ 1 B 1B T
NEY TLFEFILELT 005~03mg/kg &R0
59 %,
MWHE. 6 A EO/NRIZIZ T H LB > FHIVY >
SLFEFINELT2~8mg R O#&L L. HEITIH
Ul12mg ECHET S, 2EL. BREEEZMESHAEIC
3 KRN S5 EBBL, BHEITSU T 8mg £T
HEd 5,

(BEREMaIMmELRE)
WE, EACE1IH1IEA>THILY > S LFdFEF
hELT2mg M ofEHEG2HRB L. HEITET 8mg
FTHET 2,

(BT E)
WE. EACIE1IH 1B > THILY > S LFdFeF
NV ELT dmg NSO GZFIAL . HEITET 8mg
FTHETES, &b, FAELT, YooF72v
>R EAILAINC & 2 BRI 5 Z &,

7. B% - BEICEETSEE
(&IMEEE)

INBIZHRET BEEIC1E RAOHBZBARRWI &,
(B ORE)

& 5-BR AN O U B I EAY 120mmHg Kl D B, &
FEZMES B, FIRAZHFHAL TWBHEHE, D2
DEEEDEWEBHFITIL, 2mg/ AN 65 2HAT 5
Z &, 2mg/AfEIE. K EREE O EIVE IR 92 28
KUEEMRTHIHNTH DT 4EBZBATITbR
Wwaoék,

FEIOEICKD., —BEtoREAER 2RI
BENH 5D T, YEEE5R, kW 4mg/H. 8mg/H
ANOMERIZIE, MEHFOBRZHHICITO T &,
[9.1.3, 9.1.4. 9.1.7. 9.1.8. 9.2.1. 9.2.2, 10.2 &

8. EELEFRNEERE

(#hEetiE)

81 BEMERICEDSOEN, A6DENH5DNST
ERHBHDOT, @R, BEHEOEREGRR 2 5 #
WMEBET HRICITTESED T &,

8.2 Filini 24 KENFIE G L AW T EMNLEE LW, T2
HT 2 2 I ZBEMAED RIS O BFL, Rk S OF
fricL =27 oA T 22 R OMBEWERIC K D
R IMEE T 28 I rIendH %,

(B LRL)

8.3 . UL AMA FIRAELHHT S, 72b.
ARFN DB G TOAAMETHEL L Tz,

LBENHREHITHIREICHTIEE
9.1 AHHE - MEEEDH 3 8E
9.1.1 EAIMEEBIREED & 5 BERX I B TEEIRIKE
DHBEE
R ECOZGELRV SN HaZ2RE, EHIZ
BB 2 &, B LR DD LRERIE S BE DK T IC
KO BHICERREZE(LSELIBTNNDH 5.

9.12&H YU LIMFENEE
BE LR Z2ERWEHEBI SN EAZRE, HIHIZ
WTDZE SN Y AMPEZEEI TR0 5,
/o, BHREREE, O hO—)L AR OB RFESIC K
DMIEA Y T AENE LR DRTWEE TR, MiED
U AMEIZEETDHZ &,
1.3 BRELRMIEEEFDEE
(&IMEEE)
DEIOBARL. HMETAEEI3ME. BHEER VR
FOREEZTDICBERLANSHRAICITOI I E, TN
WILENZBICE T L, S av 2y, L, —@BtoR
HHEECBHEODK T Z2ECTRTINND S, [11.1.2
Z: |
(B OARE)
ME, BHEEE, B DIFE (NE/ OY %) R UEH
OREETDICEHR L N5 2B 0., HEICH
295 &, AWAMTERT. BHEEERTHDIWNEIE
MEEITBENNHD, [7.. 11.1.2 B
9.1.41KF MU LIMEDEE
(& IMEEE)
DEMNSEAL. HMETAEEIIME,. BHEER R
FOREEZTDICBRLANSHRAICITOI 2 E, TN
WILENZBICE T L, S av 2y, R, —@BtoR
HHEOCBHEDK T Z2ECITRTINND D, [11.1.2
Z: |
(B OARE)
ME, BHERE, B OIFE (NE/ OY %) R UEEH
OREETDICEHR L N5 2B 0., HEICH
B9 5 &, AWAMTERT. BHEEERTHDIWIE
MEEITBENNH D, [7.. 11.1.2 B
915 DAREDEE
(& IMNEEE)
DEIOBBRL. HMETAEEI13ME,. BHEER VR
FOREEZTDICBRLANSHRAICITO 2 E, TN
WILENZBICE T L, S av 2y, R, —@BEoR
HHEOCBHEDRK T Z2ECTRTINND S, [11.1.2
2|
9.1.6 KEIRFIRFEE X IS EAEMAE KB OEREED & % B
(B OARE)
BEOMERFZERT &, ERNELLTIE2REN0H
%, [11.1.2 &)
9.1.7 BIMMEDEE
(B OARE)
MmE, BHae. Al ORENE/ OE > %) ROEHE
DIREEZ TR L N o5 2B L, HEICH
EI5 2L, RAMABMEMKT. BHEERTHW0NIEH
MzEEITHENLDH S, [7.. 11.1.2 ZH]
9.1.8 NYHA [D#EEN BN EDEBRNEEE DS LV EM
DAEEE

(B OARE)

ME, BHERE, B DOIFE (NE/OY %) R UEE
OREEETDICEHR L a5 2B 0., HEICH
B95I &, AWAMTERT. BHEERTHDIWNIE
MEEITBENNH D, [7.. 11.1.2 B
9.1.9 EXBEEDCBRERENDH 5 EE
9.2 BHEREERE
921 BEZEDH 5 EBE
(& IEEE)

DEIOBRL. HMETAEE513ME,. BHEER VDR
FOREEZTDICBRLANSHRAICITOI 2 E, TN
WWILENZBICE T L, S av 2y, R, —@BtEoR
HEEPBHEDR N EZREIITRENLH S, [9.7.3.
11.1.2 &)



(8 ORE)

MFE, BHéae. Al ORE(NEZ/ OE >%) MOEHE

DIREEZE TR LN E5 2B L., [HEICH

Y52 &, RAMABMTEKT, BHEERKTHLWVITH

MEEZTBENLED S,

BIELDAREDERRRBRICB N T, BEED G E

REFREOERTH -7, [7.. 11.1.2 ]

9.2.2 MEEHPDEE

(BIMESE)

DEIOBIAL, MET2EEI3ME KO EEDIRE

ZHRICERLENSKRAIZITS 2 &, FHUCIMEN

RIIET L, >ayy, K, —BlEoE#NEE

EITRETNNH S, [11.1.2 B

(SRS

ME, BillOEE(NEZ/OE V%) K OEE OREZ

TICBIR LN S B EZBAL., HEICHETSZ

&, AMRINTFR D DWEEIMLZEZTBENNH

b, [7. 11.1.2 ]

9.3 ITipERE=ERE

DEMNSHEEIAT AR EEEICKRSE5T D &, I

BENEAL T 2R TNND D, Tz, EERH L > T

WDV T I AMERT B ENHEEINTY

%, [16.1.2 1]

9.4 4JEREEH I 5FE

9.4.1 1R 9 B FIREME D & 5 &t

HFIRL TWS I EMNRENT Y > oFF >3 248

BRI ERI LT > 2T >3 o I 2R/ EEY IR 24

AU, BIE - BiERANOREEARE, HE i - B0

JERA S, LS RRDSNZHANHEINTY

) 1), 2)0

ARENOEHGITHALE ., REEOFRESEBE L TAH

BE5OVEMEEBEEICHRF L, BB EOARIENGR

Pz LE 2 EHBINEGLEICORRETEHIE, £

2. HERLERESICIROEEEEICEETSZ

E. [9.5 2]

(1) AAFESBBENTITERL TWaEWI E2ERT 5 2
L, ARG RS, FRL TWan D &2 E i
HERT B 2 &, SRR HIEL 28541213,
BEHICHEGERIET 2 Z &,

(2) KOFIHIZDWT, AEIH%GBHMERFIZEF ITHIAY
5T &, Tz HEGPHLESCHHATS I &,
CFIRPICAFIE R L ZSE, BRI - FrEIcE

BERIFITUVRINHD &,

CEIRAVHI L 72 b N B AL, e
BIEITHKRT D &,

- FIRZFET AL, HYEICHKT D &,

9.5 1143

TR AR L TWD alREtE D & 5 Lozl 5 Lz

Z &, B ESPRITERNHAL 25581013 BB Ik

ik &, ERP IR ORI > oA F 2> 21

SZRAREEFIRILY > OF T v A MR E I E R & %

HaINEETEKEDE, IRIE - FiAERORELE, #HiE

IBORIME, BAE, @AY T AMIE, EEOERAL

T OCEAGR/EIC & B EHERIS N5 DUl D ffis, SRS

WO, HiDKIEREND SNz EDREND 5,

[2.2. 9.4.1 B

9.6 Il

HALBWI ENLEE LW, T bOEREROZAM

ICARKI 2ok 595 &, 10mg/kg/ HLA EORET

HA IRIC /K BHE DR A B INNRDH 50T DY, 728,

Fy S DOIFIRAKRID A, B D WITIZAIAD B ITAHF 2%

HL7%E. wWind 300mg/kg/ A THIZE R IZKEE

DOWEIMNEDH 5N T NS,

97 NNE%

9.7.1 {RHI AR,

AR SUIFLIE (1 AR 2% &

U TeAIE B OV ek 2R FR & U T BRIRAB I3 521 L T

[RVASRN

9.7.2 XRERA A (GFR) 7Y 30mL/min/1.73m2 KD/
25t & LAt kv etk 2 i & U 7z R
BRIZFEEL TR,

9.7.3 BHHRE L NMIE N U U AMEETERES BRI 2
Lo NREDFIMETIIEHRER T 20D 2 &N% 0N,

KRz,

Bt e

=

ZRIFIRER (FEEL, K DI

FHEHRE5THHECMENY U LEE LR S E 2 AR
MRS LMOEFRENHTL2HGIERET S L.
[9.2.1, 10.2 ZH]

9.8 EE

—EEOREIIFEL L BNnEINTNDS, MiEZE
ENEZEBENDH S,

10. HE{EA
101 GFAZE (6

AL&BEWVWZ &)

AN

BRAEIR - FE TR

W - a7

TYUAFL T
VBB

LA

ChEE PR IR B 1
FHIT 255,
=720, ok
EREETT> T
HiaRIMEDD
> ha—I)LnNE
LS ARBEDEH
ZR<, )

(2.3 &

FIEBBEME A
BRERRE ., &
U 7 s M B O
MED Y A7 Hhn
NHEETNTW
2o

L7 o
7 o REEE
AR E NS A]
RETED D %,

10.2 BFRAEE (6

RICEETS_ L)

HHA%E

BRPAIEIR - FEiE 7%

Wy - faBR T

A9 7 LRFFER
PRA

Ao/ sy
k>

MUY LT
A
i
ADRVNN ey
[9.7.3 ]

RGP RNN -/
LRI END
%,

AHNOT IV RAT
00 > S I
(AN RIRVIN
HERD R 5
ZElitk B,
fEBENT R’
HRERED dH 2
B

FIRAl
Jot 3 R
MUz OV AF
7Y R

[11.1.2 &)

FIRAICTHREE 2
T TWDEBEICE
Kb THRET
L6, BEER
MR Y 2 BFN
MHBDT, D&
MR B E
EEICHKE5T 5D
&

RIRAI TR %2
T TWBEFITIE
L = AGEN T
L TWSEENS
< AR ERL
I,
fERR T BT
IR R A 57 B
WL -EE

TUAFL T
IVEEH
[9.7.3 B/

B REREE, S0
1) v I\ ISE K OME
MEZEITHE
NINH 5, eGFR N
60mL/min/1.73m?
A D B R RE bR 2
DHBHEBENDT
UAFL T3
feiE & Pt D
WTlE, gL
24572 0 &k
INBHELEERE
WTD L,

L= 7 ooF
T2 RAEE
AR %0
RETER D %,




A5G HRRIAEIR - FEE AL 7 - faRRT
T VAT Bk, Eh L= T 2
BHEEFEIER |V AR OME| T > > RELEE
[9.7.3 2] Il FE 2 e 29 7 | MRS 15 0]
nnd 5, RN H %,
JFI A U LR ENR | BEIRMEICBT S
HEEINTVWS, | UFILDERIL
MEEZTNS,
ROFEHNZ K OOF BIELAZDIER| (DL =27 P
FBEINTWS |RBRTIE. EidD| 4702 > REE
Ba PERNCINATEICA [EA RS NS
7o | HzetATsE. |FRENRD S,
S VRS VLB 5 AL 55 | (2) FIRFITHE
FHER RO B | DERWMEMED | 22T TNWDEE
T FEHEENE <, | I L= AN
()N —TRIR | I ORENE N, |[TTHEL TS EH
HEOAV T LB T b 50 [N <, KBNS
REERIRA (BB ZEZTH LT,
7. 11.1.2 B] | =N dH 5, fEBRIRT @ BiE 7D
IR O R
#.IKFhUTL

MAEDEBE. K
JEDE#E. NYHA
DEERE TS D
Pl ERE FE O
WA D R 4
. BEEOH D
BHE, MiEHT
DEHE

JEZ T OA RYEDY
B A
(NSAIDs)

A2 RAE
e

W EVE I 28RS 9
LTENDD,

JEZ T O R
paS Ol ENIINESIIN
BIEREHTSHT
QA5 7522
DERREHET S
ZEMS, BRIEE
Az 2n]
REMEMN D D &% 2
5NTW5S,

BlEEDd D BHE
Tl S 5ITERE
ENELT 28T
NNH %,

JEZ T O R
RIEHI DT O A
575D aRk
FHEAEAICE D,
B EME N Y
LlwEELSN
Tnhb,

1. B{ER

ROEWERNH5DLNE I ENDHLHDT, BEEZTHITT
W, BENRD SNHEIERG 2T 27 EEY) e

EETTD I &

1.1 EXLEER
11.1.1 MEZHE G EARH)

B, g, & W -

W EASE O AR 2 AE K & 9% I TR Y

HEONDTEND S,
1122 3y 7 HEARY]) ., k¥, BHEHEXGUERY, 2L
BIELAEDEE 0.1~5%AR )
mik, R, RSN D SONHEEITIE. EEITHEY)
BALEZITD 2 &, [9.1.3-9.1.8, 9.2.1, 9.2.2, 10.2 ]
11.1.3 SMBEREE HEAY, LZUELRLAZOSHEIE 0.1~
5% i)
11.1.4 &H Y ) LINEE BEEAH)
11.1.5 FHREeRE. ®EGEAYD)
AST. ALT. 7v-GTP ® EREDEREREZE NS 5 ONDH &
NH %,
11.1.6 SEFERIRAE (FZ )

11.1.7 BB BUARAE (BFE RHH)
AR, B, CK L&, M RO RFIA 70 > L2
Hri & DR RRIED N D 5N D T ENHDHDT, T D
EOBGEITIZEB Ik G2 IEL ., EYRILEETS T &,

11.1.8 BB MR 2 (BEEREH)
FEE, nghk, PPORIREE, BTl X BRI SE R S MM R

HEOLNDIENDHDHDT,

ZDX5RhEGEHIIRGE I

L. AIBEERIE CHOERGEDBYRUEETTD T &,
11.1.9 K IMAE (B AHH)

WAk, Zelgre, i, FoEx. £ T. R, &

PEEEND 5 ONZGEIIES 2R IET S &, BERRA

BWHOEETHSHLNPT N,
11.2 ZDODOEER

(& I FEAE)

0.1~5%A i

0.1%A1i

BEFEAH

F&5. . B,
TOFE. JERBBUE

=

B

HEN, SA5DE,
VB 5B, BE,
IETO

WAMHE . DB
iE)

R R ARE R

SRR, BHERE, AR,
RS &D L UK

DUl D L DN U

ML

b, I, AR
iR, EERPUE, L
b, L 1A%

IRTE FLH

R

AST. ALT. Al-P.
LDH. 7-GTP @ L&

1%

A, F Bk
FMERIE 2, GF IR BR
W%, /R

BUN. ZL7F=>
DOLER., EAR

B, . &
Hiof. BEPR. T#HE.
Bz, My T AR
. BRIl x5o—
JVES, it CK k
H. CRP L&, ifirh
REE B, iERSY
>INT P

K7~ U DAl
i PEEEE. A
I

HIS

(B oRe)

BIEOAEF TIREIERICIE LB 55, 55D, &
ME, BHERRE ROENEND SHONLT <, ME. B
RER O BMOIRE(NE/OE ) ICBETS &, Iab,
EILEE DG DRIEMICHOIERDPBETH S,

5%L4 0.1~ 5%A{
A E B, TOE
EER AR SEBEL B A, RN O F W, BRI, BB, B4
. 56D MEL1ETO
FE R R SHJE. MRS, RER, SHERK, L
[ox gl
Hbas Bl D EE, M. iR
B e, BREEG . mEr, &
AR, BB
JF ik 7-GTP L5 ALT. AST. LDH. Al-P ® L5
iR 2 HImEREAD . HFERERIE L. A
BREAZ . i/ NG
= BUN. 7 L7 F = | EHR
MRS




5% b 0.1~ 5%
Z Dl M Ay A b EER Bk, %, 2. 8
H. mwREE ERREE, ol 2A5o0—)L Ek
.M CK R H, K MU D AME. R
AV IAV/A Y

14. BHEDZEE

141 EFZHEOEE
PTP @D #ANL PTP > — h2 5O L THRAT 2L 54
H3HZE, PTP o — FOBEKICK D, MW AN EER,
FEAFIA L. HICIEZEALZR I U THERIARSE DEER GO
FEEHRTDLZEND D,

16. Y EEE

16.1 MeRE

16.1.1 R1E#&R S
ARENE I EAE R 8 411 (38~68 1) 12, 1 H 1 [ 4mg % #
BRIZHERRS L., 35121 BREBEH 7 HMKERS L
FRE, WENS M ICIIEEREY O H > FHIL Y > ROk
EIEAREY M- S SN B0, RBKIZIEE A CRHIBS
Nz, 1 HH @EERE%) KK 9 HH (7 HFKER5%)
DI TFHIVY O EEITERS 4~6 B — 21T
ELEE. REAIIETFT %Y,

NN AN
I\\I N I\\I N
HN i’ HN i’
W agiN g
HO HO
N N
/>_O\/CH3 >=O
N N
H
TV y v M-T
{E'li &[E’—_El Cmax Tmax AUCO~3Oh T1/2 a T1/2 B
L7k (ng/mL)| (h) |(ng-h/mL)| (h) (h)
Lng| 551 5.0 428 2.2 9.5
P +199| +1.1 | +91D | £1.4 | £51
Wy opg| 557 | 45 509 20 | 112
+14.1| £13 | =*£151 | £07 | £7.2
i ngl 83 8.0 136 B 89
LI +27 | £1.9 | +48b +2.69
_ 109 | 68 197 13.7
OHB| 134 | +15 | +64 — | +619

CEYfE £ EEERZE. n=8)

a) J2/N—RFAREFIICKDHEE L 7=,

b) n=7

16.1.2MpH > FHIL 2 2 iREBITEE % F L /- Population

Pharmacokinetics (PPK) fi#4f

TREERR A B TIER 168 i, AHEME: & i AE J OV i AR BE 1 5
I EERFAEA 30 B, BREEE LS M EERE 18 fl. i
fRidz 2 0 S S MEE R 8 fl. &t 224 Filn 5155417 2,886
B oifih i > T REREBEERWT, . FE,
RE., TTHEREFRRZ (AST. ALT). BHREIRIE (B2 L 7Y F=
> BUN). 7V 7 2 AER S MEOA EE S > T
D)7 T A, DHEM. HRINAFTRATEY
T4 & OBEEERE L AR, RS ERE (AST E>40 X3
ALT fE>35)12BT 27 U T T > A 45%K N9 5 Z ENHEE
INTW39, [9.3 2]

16.1.3 £MFHIRIFMHER

(BhoTFHIEiEamgl=7Ol)
ATHIVEY U dmgl 701 & 707 L A 4 DENEN
18I >T NS> 2 LFEFIIELTAmg &, VO
F—=N—HEIC K DB A S TICHE A B ERE L £ 5- U T
A THIVE AREERIE L 72, 155N/ MEhE/ N D A —
% (AUCo—30p» Cmax) 12 DWW T 90 % 15 #8 X [HiE IS THiaH#R
Wi 247 - 7255, 1og(0.80) ~log (1.25) DHIPHNTH D, i
DY ARSI R S N7 0,

SEYENRE /ST A —F

HEINT A—4 BEINT A—4
AUCp-30nr Cmax Tmax ti2
(ng-hr/mL)| (ng/mL) | (hr) (hr)
F TV V82| 5204 53.67 446 | 7.41
dAmgl=70 +101.7 | +1282 | 093 | +1.26
o 534.3 51.13 450 | 7.44
TRTVAGEL | Sl087 | +1327 | £1.02 | £1.27
(Mean =S.D., n=24)
(ng/mL)
80 -
o —o—H > FHIILaViEdmg =70
4 60 - X
th --a--TOT7 L A4
il
>
S 10 | Mean = SD.n=24
H
e
>
j’% 20,
)g ~~~~~~~~~~

o : : : ‘ ‘
0 6 12 18 24 30
B

g 71 > 78L& IREHER
MAEHRPREENGNT AUC, Cmax F5D/8T A =213, #EBREO
R, IR OLREURIEL - RS OFBRR I K > TR 2]
REMEDY D 5.,

(hoTFHiaigEsmgl=70)])
H TV P 8mgl =70 LT 07 L A8E 8 DENEN
1Ty >y P LFEFILELTSMg E, 7O
F—=/N\N—EIC K DR A B TITHE B B R 4 5 L T
A THIIVEY REERIEL . 55 NI BT/ T A—
% (AUCq30n» Cmax) 12 DT 90 % {5 #8 X 134 1 T Hiat
W 247> 72 fE5, 10g(0.80) ~log(1.25) DHIPANTH D, Wi
H D AW R SR S N2 D,

SEYENRE/N T A —F

HIEINT A—4 BEINT A—4

AUCp-30ne | Cmax Tmax ti2

(ng-hr/mL)| (ng/mL) | (hr) (hr)

HFHIEY b 804.0 76.5 459 | 951
8mgl =700 +2508 | +£273 | £098 | £4.11
- 906.9 88.1 456 | 821
TUTVAGES | L5059 | 4287 | £125 | +234

(Mean =S.D., n=54)




(ng/mL)
120
100 . X

—e— > T HIL A iE8mg =70

80 --5--7 07 L A528

Mean+ SD..n=54

60

40

PR ANURSEC IANEC B - =3

20

o>
0

5 hn)

MR A > TIN5 REHES
M3 AT ONT AUC, Cmax FD/8T A—#13, #HEHED
B, RIROTREUEEL - RFESE OB R FIC L > T2 5 7]
BEMEN S %,

(BhoTHIVE 8 12mg[=70O))
ANTHIE g 12mgl =7 0)& 707 L A 12 D2
EFN1gATHNY > S LFEFINELT 12mg . 7
O A —/N—{EIC K D @A S FICH AR B O 5. L T
M¥EF > THIVY RBEZRE L. 1550728 yEkE/ s
TA—H (AUCO*>3Ohr‘ Cmax) IZDOWT 90%{§§EIXFH‘1%£ 1T
HaHRIT 217 > 72 %5 %. 10g(0.80) ~log(1.25) DHIPFAN T H
0. WHOAEYENRISEESHER I NS,

HYBRE/IN T A —F

HEINT A—4 BEINT A—4
AUCo—30nr Cmax Tmax ti2
(ng-hr/mL)| (ng/mL) (hr) (hr)
HTHIVY | 1188.0 114.9 458 8.68
lngf:j’DJ +292.9 +37.7 +1.21 | =£3.16
N . 1226.8 114.5 5.08 8.36
TOTVAGELZ | io9g4 | +372 | £106 | £295
(Mean =S.D., n=24)
(ng/mL)
160 -
140 -
—— > FHILAViR12mgl =70
PR --A--TOTL2ER12
g
i Mean = SD., n =24
>
Fa
W
2
-
=

4
0 v+
o]

6 12 18 24 30
B [

Mg f > FHIV Y BREHRE
M EE N ONT AUC, Cmax ZD/8T A—413, #EED

R, RO LRINEEL - R ORI R > THRAZ D]
MR D D,

(hr)

16.3 27
[UCIH>THIVY > FDILiE, 4%k FiE7 IV T3 >
BRI U 72RO EAMKERIL, EHIT 9% ETH B9
(in vitro)

16.4 {5
HTHINY Y D LFEFIVEFAINAFIINIATIT—HIT
T OEMEARHY A > FTHILEY TRBEN, ISR
CYP2C9 1T & D IRIETERH M- TLICRBE N D0, ARk
MEFEBFICH > THINY > S LFEFINEHELZEED
M- 11 O ifi IR EE B DR EEM RIS > )L & > DI i
T VR AR RIZ R <, CYP2CO DEIEHIZIIC L % h
SFHIVY CDOMHEREADEEI DN EEZ 5NDY),
/2 BT HILY IE CYPIAL. 1A2. 2A6, 2B6. 2C8.
2C9. 2C19. 2D6. 2E1. 3A4 ORBFHEMEZHEL 721110 (jn
Vitro) »

16.5 Hktit

ASBE N v M EAE ER (38 ~68 %) 8 il e s A B pa oL JFE S
HBH(65~70 %) 6 B, BREEEZMNES SIMTEERE 18 #. i
PR 2 S mfilEAE R 8 I 1 H 1 [8] 4mg & #1212 4]
B5L, 5121 HIREZERD 7 HEXE®R G LR, »
TNBERPITIIRLSERIIREB NG, EERSHOH > T
YL > R OFEEMEAB M- T kit S 5, #8524 KR
XTORPH > TFHIY > RO M- 1 ORI AR
MESERE T 11~12%, mlAREN & e RS Tld 10~
12%., MHFREEE LS &I FELEZ TH 10~11%Th D, 1T &
N EFEITFRD RN, BREE A LS &l B O IR PR R
&, miE 7 LY F= 2 30mg/dL BLEoBETIE 1 HE
1.1%. 9 HH 1.8% T, MiEr L7 F=> 1.5mg/dL KifDE
MEBEERHICIE 1 HH 6.8%. 9 HH 9.3%THh - 7=,
P EOKERSHEOIMPIEE, RIPJEIRN S AT, KEEME
e M EAE RS, AR e R, PR 20k S @&
JESE B N VB 2k S i U ESE R & B ICERMEITRRD
SianEEz5N5Y D13,

166 HENERZE I 2H8E

16.6.1 BlEEHE
B (27 L7 F =2 : 0.6~3.6mg/dL) Z £ S & if JEhE
BEI18HNC 1 A 1 [ 4mg ZHRZICHEHRGL, 5121
AR H 7 HERERG L5E, MR &
MEFERZDOLEESEIFEAEZITRD SN N,

16.6.2 fFEEEEH
FFFE 2 (ICGRys : 15.0~28.0%) & {5 i EE B E 8 Hill 1
H 16 4mg ZH&ZICHEFHG L, 512 1 HRFEZEH
7 HE G U6, b iR A BE I & i e A O
BAEEIFEAEEIZTRD NN,

16.6.3 &

TR AS B 3 I E FR A (65~70 /%) 6 #lC 1 H 1 [8] 4mg %
WEBICHERRS L, X512 1 AREEEEH 7 AR ERS
L7286, mPREIIAREEESMEEREOSHAEIZEAL
EIZRD 5NN,

16.7 EMHEEEHA
AFNaAFL AP OEBELDAREE (54~T4 %) 5 i
W >THIIVE > 2 LFeFIVEE 1 H 1 Bl 4mg ZEIRRIC
FIEE L, 25121 HIKRE®H#HBE 7 HRER G LUZRIC
BWTH, M IFT VREEINTHILY S S LFEF
IVEEIERE IR ICEIR U CTHINIEERD S s, £, T
HIVY > ORI IARREM,E S MEEREICH T HILY >
ULFEFIVEEABMERS LEBESIFEAEETRD SN
7’—;“ 14). 15)o

16.8 Z D1t
N TFHINE g 2mgl =70 d. > FHIVY 28 4mg
(7O Z2EEHAE Lz E &, IBHZEEINEZ &k X
N, AT E BRI N0,



17. BRPR B #E 18. EEE
171 AHERUREMICET 2 HEBR 18.1 {ERA#RF

(BILESE)
17.1.1 ENERRR AR

ATHINE > 2 LFEFIVOBREMERIZ. EERNTRIE
BRICBWTHSNTIAR SRS IUEEREY I > T YLy >

RLEE, BREREEEMEEDOSBREZGRIC, 1H1M2
~12mg Z—MERRHETIE 3 H~24 AR, —EEMLEG
BTl 12 R, BRI GHBRTIE 24~52 ), BEEZ
P S WL EAE K ONEUE i I EAE I 351 2 R BR T 2~8 T .

L0, BICMEFRGHOT oA T N5 17 1(AT)
ZRECBWTTY V4T D &L, 205
BUEE R 2 H T % 2 &1k > TET B RMIMERDT O
Ticks., 51T, AT, ZBEKEN LB TOT IV R AT

FEOHE U7z RE RGBT B W T, BEERNRAIHIE & 1172 & i
FERED & A THENRIIRED EBD TH S 1130,

O 2B 2 MEIE R B BRI 5 L Tns &
= Z 50153339 (jn vitro. invivo(T v 1)),
182 LZV-Po VAT RIIRIFIHE

Zha (T X R = L [
BiuEEny (7 o E U R O%) B FEAE 74 () A G LEAE 56 B, BRI %P5
PHEARE 23D | THTEARE) 2B < MERESRE 18 f) 20RIC, HoTHNY Y L LFEFI
BB RS L . . G 1A 1A 1~12mg OREESHBROEE, ML = 4%
(8 - iy | (26%(606/835) | 78.1%(606/776) e KT SO LR IAET > AT S
FEAE (& I AE 77.5%(31/40) 83.8%(31/37) NEED FERALNTNSD: 1), 12). 18). 19
ey T———— 18.3 LITEAE, BEERVMMARCRETHE
BEE 11 63.4%(26/41 72.2%(26/36 i N
R ?ﬁ;j e LI hz6/al) 1(26/36) RREMEBMERRES 10 ARSI, HoFHLs s S L%
EESY & JESE | 66.7%(22/33) 73.3%(22/30) L FIVGE 1 B 1 [ 2~8mg O G O%EH. IGHE LI E,
& g 72.4%(663/916) | 78.1%(663/849) ERMIIEDIE T, SO ER. SRS OB 2%

SNMITIE, DR, =R B OO BRI 1352
BINH SNV, ARBMEELEESRE 11 61 > T3V s
> LFEFIVEEL H 1Al 2~8mg DXEH G DRGSR, B
JERFIC® B IME YT, B, RERMRIEBIEICZEITAS
N9 WIERE 2 9 2 AR & IMEERE 15 #1IC, 7

FUHEIIME (-20mmHg PA_E) R OMRSR M f+ (- 10mmHg PA 1)
79 E . EEIME ((13mmHg BA R) #2988, H5
WL, FREEMTH > TH, 150/90mmHg Aiii (7272 L, Bk
%%ﬁ;?\%ﬁuﬁ:ﬁ@f\lﬁi%%"ﬂi\ 140/85mmHg Aii) 12
LzBa

oh. AREEnEEREENRE L ZEEREEGBRO
R, TN T LFEFINOERAENRED 5N TN
5,

(B OARE)

17.1.2 EINEE M HHER

BHLDAREDEBRZEENRIC, IoTHINVY > S LFFIVEE
1 H 1M 4mg & 2~4 @A#EEG L, £0% 1 H 1[0 8mg %
24 HMEE L - EERILERER (T T 2R Ofs R, 7
DUFT Y OB RAEATHREI N TS D, HDHWN
BB ENZZENHDBEFITF LT O OF T3 A5
FZREANCEATH > THILY > S LF 2 FIVEIT T T
REf5 LU5aONLAREER O S 2 2B L X OFBEIT
HTFHINEY > P LFEvFILEER 4.6%(3/656)) TH D,
7T AREE 30.3%(23/76 BN ICLENEFREICHH TN, T
TG 2 P LFEFIVEOERENRD SN TND, 728,
FEEEBRTIE. OF S ZEHI(52%) . FIRA(83%) 0 HE
HEINTWwa,
MKIDARBIERDOEALICE O AR - IEEZETHEE, HHWN
13, DAREIREA GROAL FIRAL. REIRFAL 7o oA T
> VR ERILS O ESRERD OB - B RS 2
T, K 2 ARB LIS R OULE 2k 2B &3 E Xk
ENEAL W L 72355

HoTHNE > P LFEFIREGRICBNWT58.9%,. VIt
REERIZBNWT 51.0%ICHERBEME O BH 2 S ORIERN
HHENTz, iz, DAREOEBLIZEDRVWLIMERD A X
NN TFHIY > L LEBTFOVERC 4 6l (=S, S
e, —EMEERRESE, MREZE) . 7T AR 2 B (FRAE
ERAD PTCA JitifT. WAEZE) . EELEWEHIN > FHILY >
SUFEFIVEET 2 4 (BB EE, s . 7R HT
1 Bl (36 EE) A oiz, O3B HTHILY > 2L
FELFINBETAHASNZOEMB), WEZEORR & L CIHETN
R a8, 32,

STFHIINE L T LFEFIVEEL B 1 E 2~8mg DK EHRS
DOFER, BERC B MMM R EEI A 5 N7 1137389,
184 BHOARLBEDOCMITHEEZICRIFTHE

EBHELDAREOEZENRIT, HoTHIVY > S LFFI)VEE
1 H 1\ 4mg % 2~4 @ M#E5 L. 2D0#% 1 H 1 [0 8mg %
24 ARG U —E SRR (7 T 2R IR) Ofs %,
TIUFT Y UEMBERAERITIREINTWDAN, HD
WITIEBE I NI ENDLEBFITH LY O T o A
BEFEAERNCEZTHTHILY > S LFFILIET o1
RERELEEE. BTy > S LFFILRERTH
THIIVE 2 2 LFRF VB SENC L USRI O B
IO DF BB D MASNT WD, T2, I T
YN > 2 LFEFINREGETT TR & E5RICEE UK
B OAZ BN ORI DA B RO NA SN TN
631)‘ 40)o

19. BRI ICRE Y 2 I({EZAME

—f# T YIS > 2L F & F )b (Candesartan
Cilexetil)
(1RS)-1-(Cyclohexyloxycarbonyloxy)ethyl 2-ethoxy-
1-{[2'-(1 H-tetrazol-5-yl)biphenyl-4-ylImethyl}-1 /-
benzimidazole-7-carboxylate
C33H34Ng0s
610.66
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R HAORERXIIEEEOM R TH S,
- B (100) IT0RRRITRT <, AY /—)b
WZRRRITITL LK, T =)L (9951
BT <, KITIFEALEBE TN,
< ALY J—)LiEE (1—100) 13 eyttt 2R &
VA
- FEERSENRED 5 N5,

22. ‘@i
(hoTFHiaE2mgl=70)])
100 #2[10 # (PTP) X 10]
(BoFHILa g dmgl=7°O))
100 #2[10 # (PTP) X 10]

500 #£[ 10 & (PTP) X 50]

500 #2DHR. /NF]
(hoTFHIaegEsmgl=7Ol)
100 #2[10 # (PTP) X 10]

500 #£[ 10 & (PTP) X 50]

500 #2DH. /NT]

(BrFHILE g 12mgl=7"0O))
100 #2[10 # (PTP) X 10]

500 #£[ 10 & (PTP) X 50]

23. EEX#

DRI ED il FEHIEY: 2017 ; 47 : 1353-1355
(L20230078)

2)FEE R AN At - EEVE S ERMm N E MRS, 2021 ;
29 : 49-54(L.20230079)

3) KETERER fill : IR LR 1996 ; 24 : S875-S888
(L20220498)

AR il ERPREESE. 1996 5 12 : 2413-2428
(L20200710)

5) B H/\SIE A ASER ffgan . 2021:C-1455-C-1461
(L20230593)

6) thNE R AW RIS (B 4mg)

T AERNER AW RS (8 8mg)

) tENERE + M A R (B 12mg)

9)ifRE ZEME M SEEEBHE. 1996 ; 24(Suppl 6) :
S915-5943(L.20230594)

1R (= 7B ESE : 2010 4F 4 H 16 HAR.
CTD2.7.2.3) (L20230595)

IDEH W EREFE 1996 ; 12 : 2429-2441
(L20200711)

12) R IEMC i« ERIREEEE. 1996 ; 12 : 3333-3352
(L20200712)

IR ZE = i - BRIREEEE. 1996 ; 12 : 3353-3368
(L20220499)

14) LZORFTE Al < 3 S ERAK. 1996 5 45 1 1662-1668
(L20220500)

15) B LR EEE LW RE LIEYBRELRO TS
A EOEYMEAER (707 L A8 : 2005 4 10 A
11 H&RR. HEERMIEZA1.(1).1)) (L20230596)

16) tENE R} E W FE SRR (B 2mg)

I EER S fit @ BRPREESE. 1996 ; 12 @ 3281-3297
(L20220501)

1) FR)IBAES i : FRIREESE. 1996 ; 12 : 2195-2211
(L20200713)

19)F%)IIERE fih : BRIREEEE. 1996 ; 12 : 2267-2296
(L20200714)

20)FR)IBAESS f « BRIREESE. 1996 ; 12 : 2213-2230
(L20220502)

2DFRNBES i : FRIREESE. 1998 ; 14 : 2765-2800
(L20220503)

22) = E A FRIRESE. 1996 ; 12 : 2297-2322
(L20220504)

23)BRAT W At : FRIREZE. 1996 ; 12 @ 2323-2341
(L20220505)

24)ER B IEH fth ; FRIRESE. 1996 ; 12 @ 2343-2371
(L20220506)

25)FERERE fth : FRIRIESE. 1996 ; 12 : 2373-2392
(L20220507)

26)FEBEE fth : FRIRESE. 1996 ; 12 : 2393-2411
(L20220508)

2DFE)NHAES fh @ ERIRZESE. 1998 ; 14 : 871918
(L20220509)

28)MEILFEER il - BEPRIESK. 1996 ; 12 : 3299-3317
(L20220510)

29) 3K IE R it FBRIRESE. 1996 ; 12 : 3211-3228
(L20220511)

SO)ARILISERRR fth : ERIRESE. 1996 ; 12 : 3229-3264
(L20220512)

SDEMM_EERILERBR (T O L A8 : 2005 4
10 A 11 HARR., HEEBME N 1.3)
(L20230597)

) EEOFED (T T L A$E 2005 4 10 A 11
A&, HEEERMEE ~.2.(2) (L20230598)

33) HH/\KIE HASE R A faiE. 2021:C-1466-C-1474

(L20230599)

34)BFHEF fth : I S5, 1996 5 24 1 2215-2220
(L20200706)

35) SEAE M IE T fill K S R9. 1996524 :2207-2213
(L20200707)

36)Wada T. et al. : Eur.J.Pharmacol. 1994 ; 253 : 27-34
(L20200708)

37) = iRl — il FrEE S ERIK. 1996 ; 451 1655-1661
(L20220513)

3Q) B2 M - FRIRIZEE. 1996 ; 12 : 3265-3280
(L20220514)

39) WG — flt : ERRZEE. 1996 ; 12 : 3319-3331
(L20220515)

AVEMEOF D (T T L A$E - 2005 4 10 A 11
A&, HEEERMEE ~.2.(1) (L20230600)

24. XHFEKRERVEVEDESE
7otk EERERE
T 566-8510 KB/ H THEHT 3 % 26 &
TEL 0120-226-898
FAX 050-3535-8939

26. HERTEESF
26.1 BLERRTTT

N\ NiPR0

0% i
KIRFHERETTEEHEI3E265

F-1



