%20244E 1 HEGET (88 1hR) EES b E
872149 ($&2mg. 4mg. 8mg. 12mg)
BPE - EIRRTF 872179 (#€2mg. 4mg. 8mg)
BPHARE - 34 Ktk s MR7E R
$E 2 mg | 22600AMX01028000 | 20144E12H
$E 4 mg | 22600AMX01029000 | 20144E12H
$E 8 mg | 22600AMX01030000 | 20144E12H
$E12mg | 22600AMX01031000 | 20144E12H
BRE7 VT Ty I Z2B/HERA
—) -~
ssxrs W TFHILY / Y UFEFIVEE
>, = ~>
T YN 25 2meg UG
>, = ~>
T YN 2 5t ameg UG
>, = ~>
>, = ~>
T YIWNY 2 512me UG
Candesartan Tablets
A7 R
) EE-EMEONFEICLVERT S &
e & - Al Z HE o —K
2. BR (ROBECERSLBVTE) o = e
2.1 ARAIDORAIRN UBEREDOBHEREO H 5 BHE
2.2 R iﬁfﬁ!ﬁb’(bséT‘* HOH 5 [9.5 5] NXTYINEG 2 GE 5;’7“{5”‘7‘5“@ ‘ @ [ G E63
2.3 7')1#1//77»@2%%&5¢@ﬁ§)i{“$% (7275 L, tme [IG) - \DRBADORR, —
HMOBEREBEZIToCbaBMENTY ha—LAELLAR 7.1mm 27mm 130mg
E@ﬁﬁ%"a‘:ﬁ%@ [10.1 5] -
4. FEEXIFHR
3. 4ER% - Mk EE2mg. fE4mg. fE8mg. fE12mg)
3.1 AR ORIMEEAE
- Y : OB=EM4=ImELE
i (1358h) PRI $E2mg. $24mg. §£8mg)
ﬁ*’fgiﬂmi ‘j@ﬁ;}i;*;ﬁ ;T; TEEDRET. 7V IFT Uy UBREBERIEER DRSHEY]
. = Ny N, = N v — A, A! = =~ =
727/7;}(};57/&& F[)i:\ajz];;ﬁz}boy/ M7= RYTFLY T A=)l - ET&L\%‘S
mg 1) 7 OME | 55 hasyv— JIUEE YL, OfgDFE EHE~DEHE)
ATFTY) VBT TR L .
FURKFIY. BT LT 7 —(E7 > T 5. MEENIIRICEDHET BER
L= 5 o = leraFryFaeitio—x, Kyr= =T D)
hYTFHNY UEEBE hYTHLy L N =
amg NG |yuweFn aomg |pILIT N AVETLITIA L 5.1 7ywﬁyyyzﬁm%ﬂﬁ%ﬁu&gc:;mmﬁwﬁbn
2FTY VT TR L TOWRVWEFRICBIT2ARFOEDMEIIHERSINTE ST KAl
A, wa e B, 7Y VAT LY ERBRAEA, SNV ELTRET S
HUFHLY VEE|AR Y TFHLY Y i;ij:zmiﬁﬁi\?:;)jii’ CLEEAIET S,
Sme lIG) PVAETL BOME |55 paky <o, pxvBE )L, 5.2 7 VA 7YYV ERBREEAONEANT AL BEICD
AF 7Y WAL L BBST B AROEIER L LM, BT V4T IR
KT AT LT 7 — LT T n - -
) L ROE YA L e LT — R, HY P HRIHER & AR 2 0 LB EOBEME R UR2MIIEZRZS L
L AL P S i .
mg 1G] |sLaesL 12.0mg|k kI h AVTFLE Ty I TG,
EEAE RS ot ANt 5.3 NYHA DEESEN OBIELR2EHEICHT 2 AFOH
- ] VA 7 KREE S0,
3.2 WAIDER MEISREYL LW (RS D V)
[ & - A W - K& - @Rt ala—r 6. FAERUHE
3] -y fRlE (BIMEE)
NV THNY V| A~ HEHEO G E6O R ‘ R
2mg 1G] w5 I WE. RACIZIALEAYFHLY Y YLFEFLELTA
~8mg’a’:‘filil&5b\ ENCIE C12mgE THEET 5, 72720,
BREZESIHAICE. THIE2mghr o5 2L, HE
WG Smgi’(i 29 %,
HYTHLY | HE~HRARD 1G Eél N
4mg JGI | BRAD ORSE B, RN E6RARBONRICE LB IE Y FHLY Y o
L&t F L& LT0.05~0.3mg/kg & R 5T 5.,
EHE 6)*&L1J:@/J\EL:L;U HlEAYTFHLY Y L3t F
z;;ggjy/ﬁ WEOERA D O G E62 %o 7212L. BEE %ﬁfﬁ Li\ BRAE» &5 %M\ L.
. PBEIE LT 8 mgE TH %B‘éo




(BXREERMELE
BE. BACIEIHIE Y TYLY Y Y LFEFLELT
2mgh HRFOREEFB L. BEITG U 8mgE THEET 5.
(BEDAE)
BE. BEACEIHIEA YTV Y Y LFEFLELT
4Amgh 6RFOHREZFBL, BEITSU SmgX THETZ 2,
aH. REELT, 7yIFT vy ERBEREEADIC X
HEBARIIMKT 52 &,

7. BERUHEICEET %R

(SIEE)
NRICERET 2551013 RAOHEZBA LW &

(BMLAFE)
5 BAMA R O IOHEH M E AT 120mmHg R i 0 B, BRE % £
SEE, FIRAIZHAL TV SEE,. DALOEREEDORVE
EIZIZ, 2mg/HPoBEEZBAKT 5 &, 2mg/HEEI,
BIMEREORIERICN T 2 BB EHIRT H5EHNTHHDT
4EEBATIThEnW &,

KEOHEIZED, —BEHORBLNEETZECIHENDH
50T, PEESE, R 4mg/H. 8mg/HADEERIZIX,
MEEOHEZ+71475 2 &0 [9.1.3,9.1.4,9.1.7. 9.1.8,
9.2.1. 9.2.2, 10.2 &[]

8. EEREANER

(GhEEHIE)

8.1 BEERHICEDLCDE VN, S562ZXNH6LNEIENHD
DT, BAMEE. BHREOEGSGH LM BT IR(ET 25
WIETFEESES &,

8.2 FMTRIARREIZBE LW ENEF LWL, T IFTF Y
VI ZFEEERATR SO BE L. REROFHRFAICL= -
FUIFTF UV VROMEIERICE 2BESMERTZEZ T
AR D B

(DT

8.3 HE. V¥ ¥ R#A| FRAFELHMHAT S, &B. KElO
B 5 TOB AL L TWLR 0,

9. BEDNDEREZHEIIEBICAHATIIR

9.1 SHIE - BIEEEDH D EE

9.1.1 ERIMBEIRIKEDS 2 EEN G B TEHIRIEEDH S
£E
BEEPGEELVEHESNAEEERKRE. [EHIETS S
Lo BIMHREDRDPREE S BEDETIC &L D 20E I EHEAE
B SEEBENDID S,

9.1.2 AV D LIMEDEE
BELEPGEBLRVWEHESN B 2BRE, [ERHIGET S
Lo BAVILIMEXEBRIEL2BZNNH 5,

Fio, BHERE, OY N o LURBROBERRESICL D MES
U LENEL 20T VWEETIZ, MEHY 7 LAMEIEET
HZT &,

9.1.3 BERXHEEEPOERE

(BIMESE)

DEIORBL. HEBTAHAIIME. SHERVEL DI
EHICBELANSRAICITY 2L, ENICMENSBICE
Tl Yav 2y, K, —#BEOBRERSLBEHREDK TR
ZIBENDDH S, [11.1.2 %]

(IBEDTZE)

ME. BHEE. EMoEE (NEralrE) RUBEDIRE
EHAICBR L oRE52MBL. BEICEETSZ L, &
BMaMEETR, BRERTHIZ2VWIZEMEZECTBENTFH 5.
(7., 11.1.22R]

9.1.4 €7 MU D LMFEDEZE

(EIMEE)
DENORHBL. HET AEAIRIME. EHERVEL DI
EHICBELENSRAICITY 2L, ENICMMENSBICE
Tl Yav 7y, KR, —BEOBRHMBERPBEREDK T
ZIBENDDH 5. [11.1.2 %]

(DT
ME. BHEE. BMOEERE (NE/ubE V) RUEEOKE
EHAIBR LN oRE2FBL. BEEHICHEET S L, &

B MEET., BHRERTHZVWIIENEECTBEENIH 5,
[7.. 11.1.2%MH]

9.1.5 DIAEDEE

(BIMEIE)

DEIDBBL. BETABEXME. BHENRTEEORE
EHSICBR LAV ORAIATY & ENICMEASEITK
Tl Yavr, L, —BEOEMBEELBEREDKT 2
CIBENDPDH S, [11.1.2 2]

9.1.6 KENRFAIRBAEN (FEAEMIEABLDEED B 2 BE

(BHEDATE)
BEOCMERTFZ2RT &, ERPELT H2BZNMHAH 5, [11.1.2
]

9.1.7 EMEDEE

(EBHEDTE)

ME, BHEE. BMOEIE (NEFUEVE) RUBEZEORE
EHRICBE LSR5 2HB L. BREICHEETSZ L, &
BaMERT, BREETHA2VIZEMZEITBEENSH S,
[7.. 11.1.2 =]

9.1.8 NYHA DikgER S I EDOHENEEE DSV LAEE
&

(EEDTE)

ME. BHEE. BMOEIE (NEFuEVE) RUBEZEORE
EHICBR Lo RE2MB L. BEICHEETSZ L, &
BaFEET., BEEETHL2VIZEMEZECTBENSH S,
[7.. 11.1.22M8]

1.9 EFBSEDEEREDSH 2 EE

.2 BEEERE

2.1 BEEDHDIEE

SMERE)

DEIVFBL, HEETAEEIME. BHERVEEDIRE
EHFICBBLASORLIITO 2 &, ENICMENSBICK
Tl Yav 2y, K, —BEORFEACEREDK 2R
ZIBENDPDH S, [9.7.3, 11.1.2 %]

(BHEDATE)

ME. BHEE. EMOEE (NEJOEVE) RUBEORE
EHICBE Lo RE 2B L. BREICEETSI L, &
B MEET,. BERERTH L VWIIENEECTBEENIH 5,
BEOAREOEFRRBEICBVWT. BEBEEOAHISIEKEER TR
HOBERTH -7z, [7.. 11.1.2 5]

9.2.2 MRERPDEE

(SIMEE)

DVEIVFBL, EETAEEMERVEEDREZ 512
BELEPOBLZIITOII L. TNICMESRBITET L.
Tav g, K —BEOBRBHERERECTBENSH S,
[11.1.2 B8]

(BHEDAFE)

ME. EMOHEE (NEFab V) RUBREDRELZ I
B L arolkssBL,. BEEICEET S L, 2WARILE
BRHHVEEMERLRITBEENT DD, [7.. 11.1.2 %]

9.3 FH&EEEEEE
LEDPOEEBIIET 52 CEEICRET 5 &, FFEENE
tdrBZENIFH D, o WEREDA Y THLY > DoY)
TIYVAPMBERT A ENFEESNT NS, [16.1.2 5]

9.4 &£iEEEZH I 5E

9.4.1 HiRY BOIEEEDH DKM
HIRL TWAZ ENBENT T VT T v U EMBERIEE
B G 7>y o7y I2FFERRZER L. BE - 4
RBAOEE (BARL, EHE - i - BOERAE, BEE) /R
HONTHIPRESNTVSY Y,
AEIOEEIZENL S, REBOEESDLEE L TAFHRS DN
EEAEEICHS L. AR EOARES B2 RS &
ENBEEICOARET S L, o0 BEPDBELBEAICIZ
MOFEBHEICEET S &, [9.5%0E]

(1) AEBESFEFNICHEFREL TWEWT &2 RT3 &, KAl
BERL, HIRLTWARWT E2EMNICHERT AL, BE
FRIZHRASHIBA L 7235 &1013, BEbIcRES2HIEd 52 &,

(2) MOBIEIZODWT, KREEGHIGEICEZFICHAT S &,
F7o, BERLDEISUHHAT A &,

9
9
9
(



CIERAICAF R ER L25E. RE -
VAT HI .

- BHIRASHIER U7 3 EED N S 5E 1T, P 2 ICH Y EICHER
TEHI L,

IR E EHE AL HEEICHHKT S L.

9.5 Him
TR SR L C W AR BEE D b eI Id 5 L nw T &
B SRR ASIBA L 72354101k, BB ICREZFIET A L,
FERFHROERBICTY > D4 7 v v IR BHREHRANUIE T >~
VAT v U EBBEREER RS SN BE THEAGRDEE,
faIR - EROTLT, HiIERORIME. BA2, @AY Y ANL
fE. BHBOEHRAR K PFAGEDIEIC L S EHRI S N HMUE O
ke, HBEEOEE., MOBRRENDH S5 bz EOREN
HBo [2.2. 9.4.1 ZE]

9.6 127w
BALEZWIEPEE LW, Ty NORERROCEAICAA
ZEREEO#SE 9 5 & 10mg/kg/HEL LB T HAERICKE
FEQRAEEMABRD5NTNEY, 257 v bOFIRKHD A,
H2VEIERAAOHIERE TS LB E. W hd300mg/kg/
HTHAERIKBREDHEMARO 51TV 5,

9.7 IR

9.7.1 EHIAMGER, FAERIIAR (1R 2uRe Lk
BWHEROREEZIEIEE U BERRBRIEER L WL,

9.7.2 X¥kk A& (GFR) A%30mL/min/1.73m* K O /NE%E
EWNRE LB WEROR2EZIBIEE LRI ER L
TV,

9.7.3 BRERCIEA Y 7V AMEZERRESBEIT S &, MR
FEOEMETIIBEMERE ZMHES N2 0. KT, BREEIC
HELTITTRE (B BK) 0BFICAAZ2EE5T 555
RIMEN ) T LEE EASE AR REEN D 2 OFER & O
BIGEIIFERT A &, [9.2.1. 10.2 %]

9.8 EEmE
—RIBEOREIIFE L BVnESNT NS, MFESHIE
ZHBENDDH 5B,

10. HHEER
10.1 HAZEZ HALBLI L)

HrERICHEERIEY

B ER] BRAEIR - 1B E B - R
TYURFL Y7 I)VEEE | JEBEEERAE T, B#E L= -7y YT Y U RHE
A FEE, B Y LMIERK | EIER SRS NS D H

(RERREBEICHERY
8. 772U, o
BEEREZ{T>Tb %
BMEDNIT Y bu—)b
PELIARDEEZE
<o)

[2.32H]

10.2 HAER (HAICERTDI L)
G HRIEN - E BT
PV LREERRA | M7 ) Y AR LR
AU 77 N 2IENDHB
FUTLTLVE

CEIED ) 227 8D | %o
HESN TV,

W - fEERET
AHOT N R ZAT T 253
PERIC & 0 H Y LEFREIER S
BT A LIk B,

CHEIRSTSIE,

7L v fERRET  HICBREREDH

DR PN HHEHE

[9.7.3 2]

FIERFAI FIRAICIaREZ I O |FIRAICIAREZ I TV 2 8H
Jat3i R HEEICKAZWOTHR|ITI L VEESTTEL TV S
MU ZBLAFT YR E5T 556, BEERS | BEFZL FENPEH LT
% W] 2BENDHHD |,

[11.1.2 2] T DEPSIET A% |ERRT  RICRIEARER S

ZRlMh LB

TURAFL Y72V
[9.7.3 28]

BHEERE. BAY T LA
MEKR MEMEZ#E 9
BENNDH B, eGFRA
60mL/min/1.73m2k i
DEWEREDDH 5 EH
ANDTYVAFL YT
BIEEOMHHICOWVT
i BRESGEFLRL
CHETENBHEEERE
BFDH &,

[ A I A i)
EEHP BRSNS RN D
%o

TYIET v R | BRERE. S YA

FIHEA] IMRE K OMEIMLE 42 3

[9.7.3 3] BENDH 5B,

U FIL VF 7 LFESRESN|BRABEICBT2)FTLOH
TWb, MRAEES N 2,

ESESS EEARAER - S E S E WP - falEET
WOEANT &0 AR | BEODALEOBKRRERT|(1) L=y-TrIFT oy
ENTVAHE &, ZAROGHRICHAE | RIEFEEA S ER S W5 TR

(1) 7ooFF vy ICKRIERAT 2 & | Hd S,
BHBREEARUB| 6L 6A. A6 RV (2) FIRAITHEZZITVS
ST ] RIMEORBHEEHN & | BEICILZVEEDITTEL T
(2) W=THRARF| K POREFIE V.  |[WHIBEDSZL, ARSEHL
7107 LRFFERIRA] | BREEE TS 2 WIRED |7 10,
[7.. 11.1.2 28] ERITBINNH 5, |ERET @ BE 2 ERERERO
BE KT MY Y AMIED B,
{EIfEDBE . NYHADERES
HIE O BN EE~EOR WS
WONaEYE, BREOHZE
. MEENTHOBE
AT OA PR | EER NS T 5 C & |FER T O FHEIE 2 EREAIL M
Al (NSAIDs) b5, BIRIEFZAET AT OAY 7
LY RAT U TV VOERERET AL
6. BEEREZEGFSE 20
BESHZEEZLNT VS,
TWEDDH BHEE TR |FEAT O FEERERROT
SHICBRENENLT 5| Uy TS50 Y ARBEER
BENDDH 5. IC&D, BMRENMETT 57
HEZZENTV5S,
1. 8EA

WROBWERDH 5 bNHZENHHDT, BEEZFFITIT L,
BEENPRDOONFEICEBE LRI T 570 E@EU) 2 0NE =17
ST &,
1.1 EXBEIER
1.1.1 MERE (BEEAR)
HiE. OB, &, W - RESOERZERE T 2 MERESH
ELNBZENH 5.
1M.1.2 Yavg BEEREH), K@, BEHEK GEERH, 272
LEBHEOA2DBEE0. 1~ 5 %Ki)

B IR, BEEEASSH S DbNBEAICIE. BE5IET %
MBEZITHT . [9.1.3-9.1.8, 9.2.1. 9.2.2, 10.2 ]
11.1.3 SUBEE GEEARH, -7 LEEDAR2DEE0.1~

5 %)
1M.1.4 SHUDLIGE (BEEARH)
11.1.5 FrEgEEEE. &E (BHEAH)

AST. ALT. v-GTPO LFZH0FHERESHSDNH I &
H 5
11.1.6 EEAIE (BEEAH)
11.1.7 1EEARIBRAE (SHEEREH)

HARE. & CKER. MPRCRFIFTary 7%
BT HBMRMBIEN DS DNEZ ENDHHDOT. ZDK
B EICIFES IS 2HIEL, BYZLEEZITS &,
11.1.8 RIEEMERIN (BEEAHH)

FEEN, LMK, PEIRNEE, MSXMEES 24 MEEMRSH
SEDbNBETENHBLDT. TOXDGEICIIEESEZFIEL.
BIEEERILE VAOBRSEOHE 2 MEBEEITO 2 &,
11.1.9 {EMAE (EEREH)

B, ZERERE. BT OB, ERAET. EE, B
EEPDHSONIIBEICEIRES2FIET 52 &, BRRAES
DEEFETHLDLNLPT W,
11.2 Z0fthDFIHEA

(SMESE)
0.1~ 5%k 0. 1% N

B icéaz W5, @E., TO8E. KiE

BUE
, HEWV, H6DF, 5L 54, B|HSIGE DEES
ki %, 1FTH

U, SHERL. NER. ERA. 3 MR
RS f{i\ HER, AR, BR. 0L (MO LUh
Wi B, B, AR, BEHARTE, |REREY

DB, MR DN

AST. ALT. Al-P. LDH. y-GTP®
JFFfi 8
. A, HMEREL. AMmBkES, 78

B, MRS
i BUN, ZL7F=>0 LR, AR

BER BiE, B, SR, FE &S by AIE, [ BIR
o ., Mk YA R BTV T | EEEE. SRE

u—)L b5, MmHACK A, CRP LA,

MAFRE EF iER Y > 7@




(BHEDAR)
BEOALFCIIEMEICHRIZIEL 5&, 556D, &Il
£ BRERENVCENENHSDNPT < ME. BHAE
CEIMOIERE (NEZREVE) CHETHI L, b, Sl
FEEDBAEDRIEMIC O ERPBETH %,

5%DLF 0.1~ 5 %A
SBEE RE. T
preeen B HH RIE. 560 (O, HIR. BE, BSUGE. 12T
)
R R, RR. AR, HER LUOWE
B DEEE. ER. BIEE. (198,
HiLes BREEHE, B, BARR, BEHAMR
JiF i v-GTPLER ALT. AST. LDH. Al-PO_ L&
i =il EMEXW'}\ IFERTRIEZ . HIMERIE %,
I/
Bk BUN., ZL7F=>D LR EHR

mpA Y oo ER, MAPRE LB BAK %, FE GREE,
Z Dt . MMHCKEHF BaLATFO—LER, KFMUTL
MUAE, GRS > /87 B>

14. BRALDER

14.1 FHIRMFEOER
PTPRZEDEFIPTPY — b 6EDH L TIRAT 2 L H5HEE
T5Z L. PTPY— FORKICE D FEOSAT A REREA
FAL, BICRELZ B I L CHERIAREDOEE & & HHEZ i
HILHIEDN DS,

16. ZEY)EHRE

16.1 MoEE

16.1.1 RiEHS

ARREYE T M EGE B 8l (38~687%) . 1 H 1[E4mgz &
BRICERES L. S5612]1 BRERED 7 HMRERS L
B, WINHMAPICIIEERBIO N > TNy > R OIEEE
RFPM-1 PHEESNED, RELEZIZEASKRE SN
Ve 1 HE (WE#S5%) RO9HE (7 HERERESR) ©
N THIEY OMFBREIRE 4 ~ 6 BRE®ZICE—7IEL
128 BAIETRT 59,

ATHNE Y M-I
NN NN
N N \
HN HN

oo o

N N
/>_0 ~~ CH3 >=O
N N
H
- - Cmax Tmax AUCo-30n Twza T2
WEME  BSH o) ) (gh/ml) (b (h)

1 HE 55.1%19.9 5.0£1.1 428+91Y 2.2+1.4 9.5%5.1

DTSN
BTN L 9HH 55.7£14.1 4.541.3 509£151 2.04+0.7 11.2+7.2
M-I 1HE 8.3%2.7 8.0+1.9 136+48” - 8.9+2.6Y
9HHE 10.943.4 6.8%1.5 197+64 - 13.7+6.1%

A —% (AUC., Cmax) 122\ T0%(E X HEIEIC THE AT
#IT-746% log (0.80) ~log (1.25) DHEENTH Y. A
DAY RS PR S iz,

(ng/mL)
70 1
o 60| —o— HYFHLY viEAmg (]G]
jj 50 t —o— 7L 54
;f; 40 t Mean*=S.D.,n=16
a L
],/],f 30
?\é 20
i 10
0 :
0123456 8 10 12 24 30
#BEHOR (hr)
SEFEIST A~
HEIST A= BENTA—4
AUCo30 Cmax Tmax Tia
(ng-hr/mL) (ng/mL) (hr) (hr)
NITINT LB 108 78413190 | 47.68+14.74 | 4.8£1.0 | 7.4+1.8
4mg ]G]
JU7FL A4 | 509.48+155.75 | 48.08%16.70 4.1+1.2 7.6+1.8

(Mean=S.D., n=16)
MAFFREIENICAUC, CmaxFED/8T X —713, #EE DR

R AREDOBREUBIEL - W& D BRI

PR X
(BYFYILIVEE8mg [JGD

K-> THRZHATEE

TE S SSBSE
(o))
(@]

Hy TNy E8mg [JGl &7 uSLAGES %, VU RS —
N=BFICEDEnEN1$E (HyTHLY Y YLFkFLE
LT 8mg) EERMASFICHRAERBIREORS U CEHEER
WY (o THLy YY) BEZHEL. Bon-EYEHENT
A—% (AUC. Cmax) 122\ T90%(E XM THaHiT
21T o 7-#ER log (0.80) ~log (1.25) DO#EANTH V. A
DEYEHEEEASTHER S N7,

(ng/mL)

120 ¢

—
o
o

—o— HUTFHIILY VEE8mg ]G
—o— Ju 7L A$ES

(0]
(@]

Mean=®S.D., n=20

N
(@]

N}
(@]

0123456 8 10 12 24 30
5% O (hr)
FEEREIST A4

a) IVS—=hMAYNETFVICKDIHEE LTz,
b) n=7

16.1.2 M h Y FYILY VIRERIEE%Z R L) fcPopulation
Pharmacokinetics (PPK) f##f

TR AN B FHER168M. A REHE = 1M FEE K O & i AN RE 1 = 1
ERERFEI0G], BREE LS SIMEEEE 118G, FEEL
PES EIMERERE 8 . 51224072 515 5N 722,880k D I H
Ko FHILY VEEREEEZRWC, . . KE. e
181 (AST. ALT). BHEERE (ME~2 L7 F=>. BUN).
MA7LT I VERCENEOEEE N Y TFTHLY DI T
TR, DHERE. RN TRA Y T4 & OBENE
MR LR, FRERE (ASTE>40IZALTIE>35) I
BUIB79VT7 T ANBRETT 5 ENEESNTNSY,
[9.3 %]

16.1.3 £MFHRIEESER

(BYFHILIVEE4mg [IG]D

NYTHNE UsEdmg [JG) L7a SV AsE4 %, VO AF—
N=FICLDEnNZN18E (W THLY Y YLFEFILE
LT 4mg) BEMRABFIEEREEONS U CmEEHEER
WY (WU THILY YY) BEAZREL. Bon-EYEE ST

(PHELEERSE. n=8)

HEIST A — BEINT A —F
AUCo30 Cmax Tmax T
(ng-hr/mL) (ng/mL) (hr) (hr)
NATYNT LB 0 60+187.17 | 85.35419.85 | 46413 | 7.0+2.1
8mg [JGJ
TOFLAEES | 948.90+248.63 | 94.70+30.24 | 4.8+1.3 | 7.1*1.4

(Mean+S.D., n=20)
MAFFEEN ICAUC, CmaxZED/8T X —# 1%, #HEEDE
. REOREEL - BESORBEMFICE > TR A
WH 5o
(hUFYIL9 VEE12mg [JGD)
HY TNy U8E2mg [JG] L7 a7V R§E2%E, 7 a A4 —
N=EILKDZENZNLEE (WY THILYY YLFEFLE
LC12mg) BEREABRFICHEREREORSE U TInsEREER
W (hrTHLY ) BEEZEEL. BonN-EYERES
X —% (AUC. Cmax) 122\ T0%(SHEX E1EIC THEH@T
21T o 7-4E%. log (0.80) ~log (1.25) OEHNTH V. M|
DOEMZHEEE PR S NZY,



—o— HYTFHILY V1 2mg [JG)
—e— Ju /L A$EL2
Mean*=S.D., n=16

it ANANESIC A (A

0 ¢

3456 8 10 12 24 30

012
BE5%OERE (hr)
EMBREIST A — 5
HERT A=Y SEIRNT A=Y
AUCox Cmax Tmax Tz
(ng-hr/mL) (ng/mL) (hr) (hr)
NETING LR 136) 30436323 | 117.56+32.47 | 5.3%1.1 | 7.6+1.6
12mg [JGJ
A=AV S V] 1288.83+401.23 117.51+42.86 4.8%1.5 8.1£1.8

(Mean*S.D., n=16)

MAEFREEN NICAUC, CmaxEn/ /8T X —7 1%, HERE DR
R KB OREEEL - FEEZEORBENICE > TR 2 HeH
BdH 5.
16.3 910
[“C]l HoTHILY 2 bOMiE. 4%t FOETILT IV
BRI U2 BOEARKAERIZ. EBI29% ETH 59 (n
Vitro) o
16.4 {5
HTHLY Y D LFEFLREHALRFVILIATIT—EIZ K
DIEWEREY A > Ty RSN, 51— CYP2CY
12 & 0 IEEHERBM-TIcR# SN 525, REESIMTERE
WCHYTFYLY Y YLFEFLERELEEEOM-TIOME
EE R ORFERRIE S > Ty > O E K O R kit
RIZHEANEL . CYP2CODBEMZRIC LA THILY D
MABEAOZE IV EEZI NS,
F/2. WU TFHILY VIZCYPIALL 1A2, 2A6. 2B6. 2C8. 2C9,
2C19, 2D6. 2El. 3A4ORFHEE % EE LW (in vitro)
16.5 HEtt
AREEEIMEEEE (38~68m%) 8fl. = ARSI EiE &
E (65~70/%) 60, BRELZES>BIMEESRE1SH. FESE
EESEMTERE 821 H 1 4mgiRZICHERS
L. 5121 BAREZKED 7 HEREHRS LB, WInbR
FRICIEREBURIIBH SN T, BEEREMOH T ILY U K
OIREERBIM- T AHEt S N5, HE24BEEF CORPH >~
THIIEY VR OM- 1 O R IT ARG S M EEEF Tl ~
12%. EiRAREEENEEEREE TIE10~12%. FEEZHES S
MEEEE THIO~1I%TH D, 1FEAEEZZITED TV, BRE
ExMFOBMEERFORPEMERII, MEI/LTF= >
3.0mg/dLM EoBETIX 1 HEL.1%. 9HEL.8%T. MiE~r
L7 F=1.5mg/dLARmEOERBEEREF TIX 1 HE6.8%. 9
HE9.3%TH -7z,
D EoRE#RGREOMHEE., REFRERD 5 AT, KEkS
MEERE. SHARESMEERE. FRE2 LS SIEE
BERUBEREL2 LS BMTERE & ICEBEIRO 6L
W &%2_ 67}’1.54)' 11)—13)0
16.6 HEDNDEHRZEISEE
16.6.1 BEEEE
BfaE (MEr L7 F=> :0.6~3.6mg/dL) %> &I EE
BEIBFICIH I E4mgaEHBERICPEERE L. S56I1IC1H
RIS HEH 7 HERERS L5E. MAREEIXARENE ST
ERFEOEAEITEAEEIIED SNV,
16.6.2 FEZ=EE
FFEE (ICGris: 15.0~28.0%) %> HIMEERE S HIC 1
HIlE4mgzEiRBIclEHRSE L, 5121 ARERER 7
HERE®RSG LizGa. MHIEREIARES N EEREDOSE
LIFEAEEEFRED NN,

16.6.3 Skna
AR S M EERE (65~70%) 641ic1 H1E4mg%
HARZICHERS L, S5I10]1 ORERER 7 HREIERS L
7ogE. MAPBREIREEEMEEREDHALIZEALE
EOHNZ WY,
16.7 E4EEIER
AFNTIF Y ERAF OB OALEE (54~T748) S5HIIC
HYFHLY Y YUFEFIL1H I E4mgzHERICHER
5L, 5121 ARE%ED 7 HRRERS LIZEICBWTH,
MY TR VBEERA S TFTHLY Y VLI FILIERERIC
HE L CHEINEED 6NR V. o AV THILY > OlHhiE
EIARESMEEREICH THILY Y Y LFEFIL 2B
BELBELIIEALEZITFED S NZ VD B,
16.8 ZDfth
KT UEE2mg T1G] 3. [EEPRZ 5 FOEFEH
DEYZNRSERER T4 54 > (PR24%E 2 A20H Hag
EH02295E10% BIHE2) JIcEDE. AV THILY U8 4mgl]G)
FEERIEE LR OER. MHEEHIIES SHES N,
oty ST R oVa gy d AU

17. BRPRAAE
17.1 BMERUREEICEY 2588

(RMEE
17.1.1 EIRERRELER

mIEE, BEEEENEEDSEE 2RI, 1H1IEH2 ~
12mg#% —fRERIRHER T 3 H ~2480H. —EHEEMLERET
12EM . RIS HEETI324~52EM. EREZ S mIME
EN OEESMEREICE T 5B T2 ~ 8HEM. BHKS L
THERRBRICH W T, BERS b S W SIILEED Y A 7
FBEDRIZRROEBD TH B,

~ EOE (T 0%
i THERRE] a0 | TWErE] 2R
AEEHEEIMTE (8 - h%E) 72.6% (606/835) 78.1% (606/776)
EE R EE 77.5% (31/40) 83.8% (31/37)
B & S E IR 63.4% (26/41) 72.2% (26/36)
RS MEE 66.7% (22/33) 73.3% (22/30)
=3 ks 72.4% (663/916) 78.1% (663/849)

SGERAIME (-20mmHgbl B) ROHEBREAME (-10mmHgbl ) %7z 956, ¥
ME (-13mmHgbl k) %G 385H8, H20id. FEMERTH->TH, 150/90mmHg
K (72720, BREELESBMEED ARSEE TIE. 140/85mmHgHi) ICHREL
7235E
B, REESMEEERE 2 0RE L ZEEMEERBEOE
BLAVTHLY Y Y LFEFLOFERAESRO SN TV,

(BHEDIA=)
17.1.2 EINSE MAEEER

BEOIALEOEEEZNRIC, HYTHLY Y YLt FILIH
1\l 4mg#% 2 ~ 4 S L. Z20% 1 H 1[E 8mga24:E M
BELZEEREERE (772 ANR) O/fER, 709
TV UVEBBRIBERTHBESINTWVWE D, HEVITIRES
NI ENDHAIBEIIHLT VI T vy v EBRBERBERIC
BAZTCHYTHLY Y Y LFE2F LRI TS RE2HRE L5
E0 [IDASIEROE S B *OFEBIZH Y THILY > ¥
LEF b FILIERER4.6% (3/650]) THH. 75t AREE30.3%
(23/76M11) ICHANBEICEI SN, hYTHLY Y Y LFEF
LOBERENEDOENTWS, &H. EERBTIE. YF5Y
28I (52%) . FIFRA (83%) EAHHSNTVB 2,
MDAREROE(IC KV AR - B2 ET 256, H5 0.
DARRIBER GROF. FIRA. REIREAL. 7> 947>
¥ UBBEEREER DS O MEBEILER) OB - EHELE %
T K 2 ERBLIE S RIFOLE % KT 55670 18
EASE(L & HIW L /-5

NYTHNY Y Y LFeF LEERIZBWTS8.9%. IR
BEBICBVTSL.0%ICERBEEBEORE 2 ECRIEAN A5
Nize £720 DAZOBE(LIZEDZ VIDIMEZRD A XY AH
VFYILY Y Y LUEREFIBICAH (DEME). EiEsk, —
BEEEHEE, WIEE) ., 77 RBIC 26 (BREETAD
PTCAMEAT. M%), EELEIER A THILY Y YL F
T FUETL2H (BEBRE. BEE). I RETLIH (+
TIBBEE) AoNiz. TOOBAYTHILY Y YLFEFI
HoaONOEMSE . MIFEDOERRE L TRELSHER SN,



18. ERHEIE

18.1 {ERERF
NOTHNY v Y UFREFILVOBEEERIZ. AN TIRINGERE
ICBWTESL LIRS BS WEERE > Ty v &z
D, FLMEFBEHFOT > IFT U747 1 (AT) %
BEICBWTT Y IFF ooy T EHER L. 204 IMEIN
MEVER 2T 5 2 &0 & > TET A RMIMERLOETIC X
%o E6I2. ATZABEZNLZEIZETOT IV R AT O Vi
K9 AIMEIER b BEEERIC—HEE L TWAEEZ 511570
(in vitro. in vivo (5v F))o

18.2 LZU-FPUIFT VI IRICKIBZTHE
BMEREBRZETAG CRerEmEESesl. BEEZ 4> SIMmE
FEREISH]) ZMRIC, HrFHFLYY YLFEFILIHLE
1 ~12mgD EHGHEEORER, MHFEL = &M, M7 >~
VATV I RERCMET > IAT 2T TRED ERED
77'\6*1»‘([/3%)4)’ 1), 12), 18), 19)o

18.3 (DMM{TENEE. BHEEER U RNILTEICRIFTHE
AREMEMEEREIONZNMRIC, HTFILY Y Y LFEF
V1 HITE2~8mgD KEHRE DR, IHEHIME. JLEH
MENET., EEOHER, REMERTLOBD B A S N7t
I, DA E. EERHSEEO DKEEICIIEZENALN
T\, REMEMEERZIFICH Y THILY Y Y LEFteFIL
1H1E2~8mgD KEHKSORER, FEERICH BIME K.
BIMKE. REEEREICEEIAONT, MNEEELZET
HAREEMSMEEEZISHNC, HoFHFLy Yy Y LFEFI]
H1[E2~8mgdKERESDHEER. BERICHKMEEICE
BIIASNIZ D,

18.4 B OALEZODMITERES ICRIFTHE
BEOIARLEDOEEEZNRIC, hoTHLY Y YLFEFILIH
1Bl 4mg#% 2 ~ 43BEESES L. 20% 1 H 11 8 mg% 24
BE L _EEREERE (77 ANR) OfR, 7P
T UV VEBRBRAERITIHESNTVWE D, HIEVITIHES
N ENBABEIIHLT VIVFT vy U EBBRBEARIC
BXZTCHYTHLY Y YLFEFALRIET T R2RE L5
Gy TNy Y UFEFUKREBRTHOTILY Y ¥
L&t F USRI URBAEOERZIEMN. Dtk os
BLREOPHAENT WS, Fizy AV THILY Y YLFEFIL
BERTT I RESBICH URHSEOERE 28N, DR
HOBEBRBOBASEN TSN O,

19. BT ICET SIEEZHNAR

—fB AV THNLY Y YLFEFIL
(Candesartan Cilexetil)

k24 (1RS)-1-(Cyclohexyloxycarbonyloxy)ethyl
2-ethoxy-1-{[2’- (1H-tetrazol-5-yl)biphenyl-4-yl]
methyl}-1/-benzimidazole-7-carboxylate

73 1 CaHaulNeOe

TF&E :610.66

H R HEOEEIIEEEOMETH S,
Ee#E (100) IZRRBITFPT L AY ) —LITPRE
FIc< <y T8 7 =)L (99.5) 1Bz <, Kiciz
EAEBTE
A% ) =B (1—100) ZFBEHEERE 2V,
ERBENVRDO 5N S,

S

RURGRMEE

%22, G

(BUFHILI Vi 2mg [IG])
1008¢ [108% (PTP) x10]
500%% [108% (PTP) x50]

(hYF9ILI Vi 4mg [IG])
1008 [108 (PTP) x10]
5008 [108E (PTP) x50]
50088 [F9AF v rEw. NT]

(BYFYILI VEE8mg [JGD
1008€ [1088 (PTP) x10]
5008 (108 (PTP) x50]
5008 [ RAF v IRE. NT]

(hV 799 vie12mg [JG))
10082 [1082 (PTP) X10]

23. EF2=XH

1)

FIEBEA  fih @ FEREERAES: 2017 5 47 : 1353-1355

BRERHE i BERBERNE ARIEAMEE 2021 5 29 & 49-54
KEBEIRER fth : 33 &R 1996 5 24 © S875-S888

SaARMH fth - EEPREEZE 1996 ; 12 : 2413-2428

F+A\UE BHAEFHRHE E)IIFIE 2021 ; C1455-Cl46l
HNER - A E SR (5 4 mg)

HNER YRR E SR (58 8 mg)

HNER - AR E SR (5E12mg)

ITREEEYE M  EEEELIARE 1996 ; 24 (Suppl 6) : S915-S943
R (=2 7HEASE : 20104 4 AloH &R, HEERT
B 2.7.23)

FHY | BERESE 1996 ; 12 1 2429-2441

BEEIER fth : EEPREEZE 1996 5 12 1 3333-3352

MR fth : FSREESE 1996 5 12 : 3353-3368

TR th © FiEEEERAR 1996 5 45 : 1662-1668

AFNY IR EOBEYMEAEER (707 L ASE 2005
FEI0A I HARR. HREERMIEE A1 (1) 1))

HNER AR E SR (5 2 mg)

BEIRAZ fth : EEPREEZE 1996 5 12 : 3281-3297

TGRS fth © BEIREESE 1996 5 12 1 2195-2211

FEJIIERR  fth : FEPREESE 1996 5 12 1 2267-2296

TGRS fth © FRIREESEE 1996 5 12 1 2213-2230
TGRS fth : EEPREEZE 1998 5 14 : 2765-2800

TRHEEE  fth : BEKESE 1996 5 12 1 2297-2322

BT fih - ERPREEZE 1996 ; 12 1 2323-2341

BRI fth : FEIREESE 1996 5 12 : 2343-2371

f[EpER o ERARESEE 1996 ; 12 1 2373-2392

f[EPER  fh o BRPREESEE 1996 ; 12 : 2393-2411

T lIFREESS  fih @ EEPREEZE 1998 ;5 14 @ 871-918

MRILFERR  fth @ ERIREEZE 1996 ; 12 : 3299-3317

RIRME  fth  EEREZE 1996 5 12 1 3211-3228

PILEERR fth - BEIREESEE 1996 5 12 : 3229-3264
FNHA—EEmbEEER (BELR2EE) (FTus/ LA
$E 1 20052E10A 11 H &G, HEERMIE ~.1. (3))
DIMERA RV b (BHEOALEE) (70 7L A$E 2005
FEI0A 11 HA&AZR, FREERME ~.2. (2) 5))

EFHEF fth @ FEH EIRE 1996 ; 24 1 2215-2220

LOAE M HZET  fh: BRIF IR 1996 ;5 24 1 2207-2213
Wada, T. et al. : Eur. J. Pharmacol. 1994 ; 253 : 27-34
B+AUE BHARERHFHE EIFE 2021 ; Cl466-Cl474
ZWIRE— fth  FEE S ERR 1996 5 45 1 1655-1661
RESRZ  fth @ ERIREESE 1996 5 12 3265-3280

HIIfE—  fth - BRPREEHE 1996 ; 12 : 3319-3331
DATEREREODEY T 7109 20 E0E (1B

DAREE) (707 L R 2005810811 H AR, B
ERHgEE b2, (1) 3))

24. WEEERERUEVEDEE
HAY ) v 7St BES THHKE
T100-6739 EHEHTRAXION—THIE 1=
TEL 0120-893-170 FAX 0120-893-172



26. BLERRTEERES
26.1 EHEIRETT

@ BAYIRUvOKASH

RRLFRABRAOA—TBEIH1S

3030058-006



