202311 AeKET (BB1R)

i g
BRNHAR

) EE-

HiRRE
34

RETEDMTEICKD

g2

Bty v OF 7 v v v I ZBURETA
S5 B )
HA#ERH HoTFHLyy T LFteFILE

B EEERI HES

872149(%E2. 4. 8. 12mg)
872179(8%2. 4. 8mg)

NIFHIVF s 2 men,
NIFYIVF s 4 men,
NIFYILI s 8 men:
NIFHIVF 512 men.

CANDESARTAN TABLETS

$E2mg $E4mg $E8mg $E12mg
KRR | 22600AMX01189 | 22600AMX01190{ 22600AMX01191 |22600AMX01192
fRaehin| 20145 12H |20144E12H | 20145 12H [2014412A

2. 22 (ROEBEICIF IS LBV E)

2.1 RADREST I LiBEEOBEIRED & 5 BE

2.2 IR RIAIFIRE LT LW AR O B 54t [9.58
ey

237 VRF LY IV ABEABREROBERKFES
(27 L. HOBRERELIT>THABIED 2
YhE—UHELLARDODEZEEKRL) [10.1%

H]
3. 8K - K
3.1 f88%
B4 A THINVY VE2mglh Y TH VY VEEdmg
’ D] YD)
o |[LBERL AU THAY Y (LR, AV THLY
BRES | e # 1 2mg oLt FLdmg

FUEAKA. e FeFyfuiltio—2, JT VB

Mg

AL ) 23, L Am—2Ca, 277U ¥ EMg

Wi 4 AYTHIVY VESMmgh Y THILY VEEl2mg
’* YD) [YDJ

" 188, Ao FTHNE Y |1EER. AV THILY >
73 A

BT |\ 2t 18mg YL FEFIL12mg

LA, e FuFsFuitiluo—x, JIVE

WA | MY ITFI, BESE, A Au—RCa, ATTY VEE

3.2 ERIDER

AYTHILE VEE2mg

AYTHILE ViEdmg

WA [YD] [YD]
eI - FIE Hfa~HEEEORE Eiﬁ“‘ﬁ?ﬁfﬂ@@%ﬂ%’c)\@
aSiz
B #95.5mm F97mm
B #2.1mm #92.6mm
HE 65mg 130mg
WAl — K YDI53 YD152

Wi AYTHINEY UESmg| Iy TH LY EEl2mg
" YD) YD)
I TLATVRVEVEDE| S TnREnTEnEDEIRA
iz
[i=XES
Ex
HE
Hpla—1r

4. FHEEXIIFHR

(hYFHILIVER2. 4. 8. 12mg [YD))

OBIMERE

OB REMEMERE

(hYFHILI V82, 4. 8mg [YD])
TEEDRET., PV IF TV Y VBRBERBZEEHORSH
B TREVWES

OBMLTE (BE~DEE)

5. MEEXFZIRICRIET DFE

(BEDTE)

51 7Y V*57 0y U ERBRBERNREIC X 2 HHAENST
DRNTOERVWERZFIIBY2AFOEMEIHERSN TS
59, KHNZ, TUIFT Y UEBRBREERD S
VEZTRET S E2FERIET 5,

527 VF 7Ty U EBRBRIHEROMRIAT 52 BE
B BRFOBEMERVCREE, XNICT > IFT
VUERBEREER EARE 2 HE LB AOEDER D
ZEMEIIHERIhTVLEL,

5.3 NYHA DHEESEN OBELALBE T 2 KF0E
ML LTy ([ERREESDZN),

6. HERUHE

(BIMERE)
(FEA)
BE. RACRIHIEA Y TFHLY Y YLt FLe
LT4~8mga R OHRE L. BEICEU12mgE THET
B, 12720, BREEZESBAICE. 1H1E2mg, 5%
5B L. BEICEC8mgE THET 5,
UNVE
BE. IR EeEARmO/NAICIZIHIE S > FH Ly

YU FEFILELT0.05~0.3mg/kgZRO#KS5T 5.

BE. 6RUEO/NRICIEIBIEA Y FTHLY Y YL
FEFILELT2~8mgERORSE L, HEITELU12mg
FCTHET 5,
727 L. BEEZESIBSICE. BREE»SBRE LK

[406Aj006



L. BEIZE U TC8mgE THEET 5,
(EXEERMAELE)
BHE. BAICKIBELIED Y FYLY Y Y LdFeFLel
T2mgh 5RO/ S LB L. BEICS U8mgE THET
2o
(TEEDRRET, PV IF TV U ERBREZERORSH
BUITRVWGS/BEOAE (BEE~PEE))
BE. BRACEIHIEA YT LY Y YLFEFILEL
TAmgh 6ROFEEFB L. BDEICE L8mgE THET
X5, 7B, BAELT, 7o IFT v U EBEBEREE
RIS & B EREBR IRk 5 &

7. BERUHAEICEET %38
(SIMEE
NRICERET 258101 RAOHEZBA W &,
(B0 F=)
B SRR O GEAIME S 1 20mmHg R0 BE . BhEE
EESBE, FIRAZMAL TV EE. DAL2OEEE
DOEFVEEIZIZ, 2mg/HP o BEZMKT S &, 2mg/
Hi5, RiEREDRIERICNT 5 BEEEHRET S
B TH 2D THAMEBA TTbRWNI &,
AFOBEICED, —BEORBAEMEETEZ2EZTHA
BH 50T, PIEEEE, KU04mg/H. 8mg/HADHEE
Rricid. MEFOBEZ+m5I1/75> 2 &, [9.1.3, 9.1.4,
9.1.7. 9.1.8. 9.2.1. 9.2.2, 10.2&H]

8. EEREARIER

(GhEEHIE)

8.1 BEEERICEDLIDF WV, LA6DEHobNEI LN
HBHOT. BFMEE. BEHEOERSEERZ S BiFE
BETHRICEIFERSES &,

8.2 FMHI2AFEIITEE LW EDNEF LW, 7V IA4 T
IV N RBRERAR SR OEF L. KEROFiF
WKLV=y-7 o7y 2OMEERIC X 2 EE R
EETRZEITARENEL D 5.

(BEDTE)

83 EH. V¥ ¥ RMA, MRAELMHET . BB, K
AlOBME 5 TORAMEIZHEL L TWa,

9. HENERZBIZIFBAEICHTIER

9.1 GiHEE - BIEESDH 3 EE

9.1.1 ERIEFBIRIREDSH 3 EBERIFHE TEHIRIKED
H3EE
WERERPCEZEBZVWEHSN B 2RE. HHE
52 L, BMREDORD P ARIRESBEDETIC
FOBRICEREZBLSEL2 BTN D5,

9.1.2 §AVUY LIMEDEE
wWEREPCEEZVEHSNSBE2RE, EHE
BIFSZE, @AY VLIMEZEEIELBENND
Do
F/o. BRERE, 2V PO L ARBOBRREICEK
DIEH Y T LMEPELS DR T VWERE T MED
U AEICEET BT &

9.1.3 BERBIEEEPOERE
(RMELE)
LEBIVMKBL, HWET S5 IME. BRERVE
EOREBZTDICBELZPSBRLAIITIZE, &h
WCMEARBUCETL, Yav 7y, K, —BE0R
HHEPEREDETNZRECIIBENAIFH S, [11.1.2
ZIH]

(BHEDARE)

MmE. B, AMOHEE (NEZub %) RUE
BEOREETZFICBE LK oREEZHBL. EHEIC
HRISZL, SMzIEERET. BREETH2 VI
BMEEIITBENTFH S, [7.. 11.1.25H]

9.1.4 & U D LMAEDEE
(SMEEE>
LEPSHBL. BETHBEARME. BRERVE
BEORBETZFICBELEFSHRLAIITH>ZE, £h

CMMEAARBICETRL, Yavy, km, —BEoR
BHACBHEDR N 2RIITBENIH S, [11.1.2
28]

(B2

mME. BHEE. EMoiEE (NEFubr%) RUR
ZEOREBETDICBE LS SRERHBL. EEIC
BEIT AL, B¥aMEET. BREKTDSVIX
BM#RITBENTDH D, [7.. 11.1.28H]

9.1.5 DAENEE
(BIMERE)
DSEBIOBIAL, MBI AEARME. BHEERVE
BZEOREZTDICBELEVPOSBRAIITHOIZE, Th
ICMESEBICETL, Yav 2y, £, —8H0E
HMELBHMEDR T 2RI IBENIH S, [11.1.2
E i)

9.1.6 KENRAIXEEN IFEAEMIEARDEEDSH 2 EE
(BT
BEOMEBRTEZRT &, ERVENT 2BZNDDH
%, [11.1.28H8]

9.1.7 BEMEDNEE
(BT
MmE., BHEE. EMDEE (NEZubr%) RUR
HEOREEZHFICBE LS SRERHBL. EHEIC
MBI AL, AEMEMEET. BREETH VX
BMERLIITBENDIH S, [7.. 11.1.22H]

9.1.8 NYHA DMEgES A S D HENEERE O VIEE DR
2EE
(BT
MmE, BHEE. EMDEE (NEZubr%) RUR
EOREEZHFICBE LS SRERFBL. EHEIC
MBI AL, AHEMEET. BREETH VX
BMERLIITBENDIH D, [7.. 11.1.220]

9.1.9 EFBEEDEHEIENS DEE

9.2 BigEEEEE

9.2.1 BEZNDHZEE
(BIMERE)

LEIDEBL, BETHESRME. BHERVE
EOREZTDICBELEIOBRLIITOICE,. Th
WCIMESZEICERNL, Y3y 7y, L, —@atoR
BHALBHREDKRNZECIBENIH S, [9.7.3,
11.1.288]

(BHEDTE)

mE., BHEE. EMoiEE (NEZubr%) RUR
EoOREEZHFICBE LS SRERHBL. EHEIC
HEITAHZL, AMEMEET. BHREETHZ VX
BlMZEIITBENIH S,
BHELDALOERREBICBWT, BREOAHIBHE
BETHRREOERTH > 7. [7.. 11.1.28]

9.2.2 MFEETPDESE
(BIMERE)

LERIDEBL, BETIHESRNERTEZEDRE
EHRICBELEDPOBRLAIITHIZE, FNICMED
ABICETRL, Yav 7y, R, —BEREOBEMHELE
BITBENFDH S, [11.1.220]

(B

ME. EMOEE (NEFOb rE) RUBEORE
PHoICBELESSBRERMBL. HEICHEET S
CE, BMAMEETHAVWIIEMZREITBZEND
5. [7.. 11.1.28H]

9.3 FFikaeEEEE
LEYPORERHBT AR EEBICRET S L,
EPEILT BTN H D, /-, BERBMWH > T
VNI DIIVTTYAPBERT BRI EDPHEESINT NS,
[16.1.25]

9.4 &JERERE BT BE

9.4.1 1HIRT ZOTHEMDH Dt
HRLTWAZEDNIBENT T U I9FF v VB
BREEANIET VX7 v v v I 2B SR 2 E

) [406A]006



RL. R - FiERAD%
DIEBEAZ. HLF) VRO SNIZFIPRES AT

202,

KR OHEGITENLS, REEOEFRELZR L TAA
BEOLEEA2EEICHTT L. BELOAGREIER
Wz kR 5 EHBSNBIEEICOATRETHI L,
7oy BEPBERBEICRROFEBREHICEET S
&o [9.52]

(1) AHBEFBANCFIRL TR WS E2HERT AT &,
KB EHRS, HRELTWAEWT &2 ERNICHERT
5 &, BEHRITHIESHHLZGEICE. BES5IC#E

Zé&,

(2) ROFBIHEIZDOWT., AR SHBRICEZICHAT S

Gzhiks s

(BA%., WHE - M- B

Z&o oy BREMBBEIGSUHAT L &,

cBERAPICARR ZER L7z

ERITTIRINH B &,

HRIRAHIA L - 3D NS B E I ERA,ICHY

BEICHHT 2 &,
R EEET 55 HYEICHEKT S &,

9.5 1147

ERIIER L TOWAA RO H 2 ZEICIERE L
&, BERITEREAHALLBEICE. BbICERSR
FiEg 52 &, BIRFHROEKRBEICT VAT U1
ZREEHRAINZ T > VX T ¥ U EMBERLER % #
Sanhi-BE THERKADE.
BoRME. BARE., BHY Y LI, BEOEEALE
KROEKBDIEICK 2 RSN 2N OME. HEHE
HOEE. MOBERENHS5bNEDREND 5,

(2.2, 9.4.13H]

9.6 ZAIE

BALEWIEFEE LV, T v b ORENRORILN
AR ZEERORST 5 &, 10ng/kg/ B EORETH
LRICKBREOREEMARD 5N TWNEI, BB, TV
F DIERRDO A H 5 WIZRAHAOAICKH 25 L
2HmE. W H300mg/kg/ H THARICKBRED M

FROLNTWVS,

9.7 INR

9.7.1 (RHAEMFER., HAERNIAR (1FKH) 2uReL
AR Rt 2 EE S U BREEBRIIER L

Ve,

9.7.2 xIkfE A& (GFR) #°30mL/min/1.73m2RiGD
REZNMRE LIABEROCLR2EZEELE LZBER

RERIIFEHL TRV,

9.7.3

[9.2.1. 10.2&H]

9.8 SRS

—RIGBEDORERFF LI ZVESNTWVS, fiilEZE

EPRZDBENDTDH D,

10. tHE{EA

10.1 HAZEZ HALBVLI L)

& BR - FERICE

fale - rAERDFET, Hidk

BRERCMED ) 7 AEZERREBET LI &
MEFEORMETIIEREREZMES LBV, K
12, BREEICEEE RITITRE (B BK) 0RE
KARFIZ RS 25 MEANY) Y AEZ EREES
WSS 2 MOFEA EHAT 2HRRIERT S L.

EH 7%

BRAIEIR - #EE YT

WFe - fERRE T

FYAFLYTITIL
[izarc)

A
(REPRIm B & Il
M3 256, 127
L. flioREERE
ZFoTbhaBMm
FEoay ra—
PELLARDE
EHxzR<o)
[2.3%H]

FEBILMM S, B
HEERE., SV Y
2 IRE Re OME I FE 0D
VA7 M RE S
nTtwns,

A A
Ty REEER»E
BN REENDH
%o

10.2 HAER (HRAICEETZI L)

%%

BRI - FEE ST %

T - fElRE T

71U 7 LRFEERIR
Al
A¥a) 57wy
MNITLTL VS

MmiEH ) 7 LEN L
ARIBIEND S

AHFOFTILRZATO
> NIRRT &
DAY LEEER
PHERTBHI LK

Sy AV %o
719 7 L EREA fEER T REICE R
[9.7.32H] HEEEDDH D BE
FIERA FRATHBEEZZ T | FIRAICHEZZT
Jat3I R TLWHBEICKAZ | TWHrEHICEL=
MU ZULAFT7 |(DTEETIHE. | VEESTTELTL
VR BEER BT S | 2BENFZL. KFH
[11.1.2508] BENYDBDOT., | HFEHLLPLT L,
LEPOHBT A% | ERET  FICRE
CEHBICEEST S | FIRAERS 2HEL
&, 7o BE
TVAFLY7 ) | BHRERE, 8H) |[L=V-TryIFT Y
EiE v L SE R ORI | & > RIBEER A
[9.7.32H] EREITBEIND D |BMENSATREMES B

%, eGFRA#*60mL/
min/1.73m2kE D
BHREREDDH SR
HEADTYAFL Y
T IVEBIE SO
IZoWnWTik, BEL
L EF 20 & H
SNDHGHEERE®
FAHZ LS

TUIVFTFIVUE
R EA
[9.7.3%H]

BHERE. &0
7 A M RE K OME I FE
ZREIIBINDTD
Do

%o

VFI L

VF T LHmESRE
ENTWVD,

BRMEICB T2
F 7 L ORI E
Esha,

WOEHNZ LV PR

RSN TWAIGA
(1) 795>
VOB RIAE
Al OF B WA
(2) V—TFIRA
ROH) 7 LR
TR ERA

(7. 11.1.280)]

BHEOAE DR
BTk, ZRopMH
I A B AR A & HF
Mda&. 35K 5
Hy HEBDERUE
M E D FIREE N &
<\ POBESEV,
BHRERTH L0V
AEmzEITBZN
NH%5B.

(1) v=yv-7r¥
F 7y REERE
R HEmS 5 A6
WA D5,

(2) FRAICIHEE
ZIFTWLWBREREICIE
LV UiEESTIE L
TWHERENZL.
AFIDERH LR T,
fEBRK T BAE
EEEROBRE. &
F hU T AR
. BMEDEE.
NYHADMERES T
%0 B EREE O
BLEBELIAREEE.
BREODH HEE.
BN O BH

JERF oA FHEEE
$EEAl (NSAIDs)
2 T

FEFEER 2B I 2
ZENBB,

JERF O A FHEEE
SELPE A0\ I B A5 R 1R
MzEdT 57 axy
TSIV VDARRE
[HEFT &N 5,
M EMER 25 s
HUHEEND B EE
AN TW5,

BREOHLEET
. S S ICEKEY
Blk9sB8thrd
%o

JERF U A RHEM %
SEmAO TRy Y
5 Uy AREEE
ok Dy, Blne
PEFT 270 &%
ZBNTL A,

[406Aj006




11. BIfER
WROBWERAH 65bNBZENDHBHOT, BELZTDIC
T, BEFSRDONTIGHRICIREE2PIET 528
Y NBZTS T &
11.1 EXZEIEA
11.1.1 MEFE BEERH)
B, 08, &, | - BESOBREZERE T 5 ME
FESHODLNEZZENDH B,
111223y 0 (HEEARH). K, BHEEX GEEARH,
7272 LB DAREDIHE0.1 ~ 5%A7)
W, B, BEMHEESESDSbILBEIE. BES
WY R MEETH>Z &, [9.1.3-9.1.8. 9.2.1.
9.2.2. 10.2=H8]
1MA3ANBEE GEEAH. 22 LEELIAR20GEIE
0.1~ 5%Kii%)
11.1.4 §AYD LI (BEEREH)
11.1.5 FHEEEIEE. &E (BEARH)
AST. ALT. v-GTPO ERZOHKEERENSH 5D
NBZEDRH B,
11.1.6 SEFERERGE (BHEAHH)
11.1.7 HERBRRERRAE (BHFEREH)
MR, A, CKLER., M RORPI4Zoe
VERARHMET AENGRBEES DS bNAZ LN
HBHDT, TOEIRBHICIES IS 2HIEL.
W2 MEZITH> T &,
11.1.8 BEIEMAHN (BEERH)
FE M MFIREE, REXREEE LS MEYE
FRDBBEONZZENHEHDT. ZDLDERIFEI
S 2HIEL. BIBKRERLEVHIORSSEDEY]
BB EITS T &,
11.1.9 {EMME (BEEAHA)
B, ZERERK. BT, FOBX. EFNET. &
B BEMEESSDSbNEEICIIRSE2HIET S
Z &, BRRIBEFOBRETHLDNLT W,
11.2 Z0fthDFIHER
(SIMEFE)

0.1~ 5% 0.1%K SN

MBEEE RE. WE. BHE. €
P SERBBUE

TEBRER HFEV, 55O E, 1Lb | HSMGE. LEM
<H6H, BiF. 13TYH &

TR | BER. BHERR. AER. AR | U LU
R HOLUNR

s B, B, BRCRE. | KERE
BERARER, DB,
TR DA%

JH f AST. ALT. Al-P.
LDH. v-GTP® L7

iiRi;3 A, giEkEd. G
HEZ., FREES. 0
I

B BUN. ZL7F=>0
ER. &AR

Z0fth BRE. RO, BE|EF MY Y LM | BB
M. SEPR. VHAE. 0%, I | 5E. BRI, 5
FHYTLA LR, BRIV | AR
AZFua—)V LR, I
CKLEH. CRPLER. 1
FREE LR, MiERY >~
287 WA

(BEDFE)
BHELAZHTCREMEFICHRIZEL 5H, 55D,
RIE, BERERERVCELEN S S5HbNLT <. M.
BREXVENORE (NEZOEVE) ITHET S
Lo B, BMEEDOHEORIERICOERPBETD
Do

5%LL k 0.1~ 5%
MBHEE RE. T
BB A5 6H RIME. 5| DTV, HKIRK. BiE. 8
5DX AU, 13T
iR BUE. R&. AER. BHE
B, LU
HLER BD. DEIE. EM.

HiEs. 8. WEEH.
T, BRHRAR. AN

Uk

FrF Mg v-GTPLER ALT. AST. LDH. Al-
PO LR

itk f=1iil| HIMERR A, FEEERIEZ .
HIMERIEZ . /MR

i BUN. 7L 7F=>0DL |BAR

7
Z DAt meAn) oL R, d | Bk ROk & 3

pREE EF. MAPCKER B, HERE. a1 X
Fu— )V kA, KF+Y
7 LIME. MER S > %
8%

14. BRALOZER

14.1 FRIZMHOER
PTPEEOEAZPTP Y — M 5H 0 H L TIRAT %
EOEHT B L, PTPY— FOBKICED, BELHE
R RERBEATA L. BIC3ZEL2 B 2 U THEtRR
REOEBELAMEZHEITLIENDH .

16. E4EhEE
16.1 MOGEE
16.1.1 kKRS
ARSI ERE B8 (38~68%%) . 1HILME
AmgZFRBICHEEE L, S5 HARERERT
HRERE®RS L, wWihs mficiEdtREmo
N TFHIY VR OEFEERBEIM- T FRE SN S
By REMFZIZFEAEHBEES N E W, 1HE (¥
BE5#%) RU9HE (THERE#RS%R) Oh > THIL
r v OIMPEEIZRG4~6BMBICE—7ICELE
%, BRAIETT 59,
N

: e
HO| \
N
o
N
H
HTHILEY >~ M—-1
. Cmax Tmax AUCo30 tiza ti2B
[
WEns #5H (ng/mL)  (hr)  (ng-hvml)  Chr) (hr)
S~ IHE 551£19.9 5.0+1.1 428+91M 2.2+1.4 9.5+5.1
JFHNEY
9HHE 55.7%14.1 4.5+1.3 509+151 2.0+0.7 11.2+7.2
Mo IHE 83%2.7 8.0x1.9 136+48M — 8.9+2.69
9HH 109+34 6.8+1.5 197+64 — 13.7+6.12

(P9l + 28R ZE, n=8)
a) AV I AV PEFNICKOHEE Lz
b) n=7

[406Aj006




16.1.2 M A YIS VIEBEAEEZAWLPopulation

Pharmacokinetics (PPK) f##f
TRERAR A BB FHER 1681, AREM: &3 Il FEE & OB A
REMEE M B E IE 306, BRRE 2 £ 5 BN ERER
F1861. FFREMES SIEERESH. 5224415
586 N722,886 DI FH > FHILY VEEHIE
ExHWT. . Fi. AE. FREEES (AST.
ALT). BHAERE (ME 2 L 7F=>. BUN). Il
PPV IVEEVENEOEREE N Y THLY O
IVT T YA DHEE. HHENA T TRAFEY
T4 EOBEEEBRET LR, FRERSE (AST
fE>40IZALTME>35) ICBF R 27U T7 T VAN
45%ETT 5 Z EDHEESNTNASY, [9.38H]

16.1.3 &£EYMFHIFIFEHER

(BYFHILI VR4mg TYD))

HYFHNLY ViEdmg [YD] & 7a L 24z 0
AF—=N=3RICK D ENFTNIGE (hoTHLY Y ¥
L¥tFILE LTamg). BEBRAR 7208 IR
BOKE LT, MFEPEEREYBEEL2HE L, B
SNn7-FEY /¢S5 X —% (AUC. Cmax) IZ2WT
BRI 21T - oK. @A 0L ZNRSE AR
a0,

HENT A% BENTA—¥
AUCo-36 Cmax Tmax t1/2
(ng * hr/mL) | (ng/mL) (hr) (hr)
A THNE
$¢4mg [YD) 533.8+185.756.81+20.50| 5.2+0.9 3.9+0.6
a7 L A$E4 |516.9+179.2|160.39+17.92| 4.6+0.9 3.6+0.5
(P £ 1Z8ERZE. n=20)
(ng/mL)
70t BN
60 —— N T ILY VEEAmg[ YD)
1 A=AV S 2}
3 501 S A [ - FE —
h (CPF¥E +EERZE. n=20)
a 40+
i
&= 30
20t

0 6 12 18 24 30 3%
% 54IER (hr)

MRS ICAUC, CmaxZn /85 A — 13, #EHOBIR, Fiko
FREXEIEY - RIS ORBMRMFIC K > TRE BRSNS H 5.

(hFYIL9 vEE8mg [YD])

AV THNY UEE8mg [YD] &7 u/L AgE8% /1
AF—=N=3FEIckDEhZENIE (HoTHLYY ¥
L¥FtF e LT8mg). BFEMASTF204 AN
ROKES LT, MEFEEREDBEZRE L. 5
Shi-EYFRE/NT A —% (AUC. Cmax) 20\ T
WREHRIT 21T o 1R R WA O LY 228 RIS A HERR
aEhiD,

HTEIST A —% BDEINT A =%
AUCo-36 Cmax Tmax t1/2
(ng-hr/mL) | (ng/mL) (hr) (hr)
K THILEY >~
+ + + +
$28mg [YD] 1161.4£495.5{107.8+33.2| 5.2%+1.3 52+1.8
a7 L A$E8 |115454346.5/116.0£31.3| 4.4+0.9 49+1.0

(Pl £ ZHEMRZE, n=20)

mioot

¥ i B

(ng/mL)
140 1

1201 —— NI VT E 2 8E8mE[ YD

AR AY S 3

2ol (PafE = FHERZE. n=20)

60 r
40 ¢ A
20t

0 6 1‘2 lé 24 30 36
BB (hr)

MAEFRENECICAUC, CmaxZEn/ 8T X —7 13, HERE OBIR, FKo
PRER[EEL - RS ORBSEMFIC L > TR SRS H 2.

(hoFHBIL9 VE12mg [YDD)

AT TFTHIY UEEl2mg [YD] &7a L R§El2% 7
OAF—N—RIZKDZENENIE (WO THNLY
YLFEFILELTI2mg). BEBRABETIORICHR
BOMEO#SE LT, MR EEREYIRE 2 RE L7z,
Bonl-#EYEHRE/INF5 X —% (AUC. Cmax) IZ2W
TREHRT 24T o 1258 WA O =W F RIS A HE
mENTY,

HENT A= BEINTA—F
AUCo-36 Cmax Tmax ti/2
(ng-hr/mL) | (ng/mL) (hr) (hr)
hoTFTHNy
%12mg YD) 1640.9+433.8|141.8+£48.4| 53+1.4 | 6.4*2.4
a7 L A$E12 |1693.3£426.0{150.3£38.8| 4.8+1.2 | 59+1.4
(P9 =12 H¥FEZE, n=19)
(ng/mL)
160 —— N THILY VEE1 2mg[ YD
" 140 A 7T AFEL2
g 120 (TA91E + BRERZE, n=19)
th 100
B 80
B 60
40
20
0

16.3

16.4

0 6 12 18 24 30 36
B L& (hr)

MEEFREN CICAUC, CmaxFED/VT7 X =213, #HERFEOBR, FRO
FREXEIEL - RS ORBRMEIC K > TR DR B B

bkl

[14C] AT Lz FOME. 4%k NMET
VT I VBRICHEMLULEZBOEAZBARIE., &b
9% ETH B9 (in vitro).

|

HYTHNLY Y JLUFEFNVEANARFIILIAT
S—FICXVFEEREM A > THLY VICREISH, &
5IZ—FRACYP2CIIC & 0 IEEHEAH M- I AH =
nNa»., KEEESMEEREFICH Y THILY Y T LF
tFIEEEG L& EOM-1 O A E K OBR Ak
RIIH THIVEY O OMFIRE KR CRPFEERIC K
<. CYP2CODEIBHNZREIC KB H > TFHILY >
FREANOHEIDLVWEEZ SN,

/2. U THILY VIXCYPIAL. 1A2, 2A6. 2B6.
2C8. 2C9. 2C19. 2D6. 2El. A4 R #HEM%H
EL2WO (/n vitro),

[406Aj006



16.5 HEttt
A EMEERE (38~685%) 8fl. EfAkEES
MEERE (65~705%) 66, BREZES B IMELE
BE18Hl. FREZMES>BMEEREIFICIH LM
dmgE AR ICHEERS L. S5 HRE®RERTH
MREHRS L2, WIS RFICIERBRIIRE S
N, EHERHEHMO N L FHILY VU ROEEEREY
M-I A8kt E N5, RG24/ E TORSH > FHIL
%V RUM- T ORI RSN EERE T~
12%. B ARESMEERE TIX10~12%. FEE
S BMEEBRE THI0O~11%TH Y. FEALE
RO RV, BREREZMNES B IMEERE O RBP iR
. IMiE7 L7 F=>3.0mg/dLU Lo EETIXIAE
1.1%. 9HE1.8%T. M~ L 7F=>1.5mg/dLk
OB HEEFEF TIXIHE6.8%. 9HHI.3%TH -
720
D EoREREGHROMPEE. RPFEHED» S5 AT, K
EHENEERE. BhAEERNEESRS. FEE2
S BEMMEERERUBRELZ O BIEERE L HIC
EBREEEDONEVWEEZ SNED1D~13),

16.6 HEDNDEREZHIEE

16.6.1 BIE=EEE
BREE (IME7 L 7F=> :0.6~3.6mg/dL) %25
I EREEE 18121 H1E4mg 2 8 R% I ER S
L. S5 BREREA7HBRERS L-E4. 1
FEEIARERSNDEREDGEE LITEA EZEER
HHNZND,

16.6.2 fFEEEEE
JFRE%E (ICGris : 15.0~28.0%) % £ & il F5E &
Z8FICIHIE4mg 2 BABBICHERE L, 56121
HRE%ER7HRBRERS UZi5A. MPEE AR
RBESMEEREOEALIFEALYEZRIRDONR
Wnid,

16.6.3 Sn&
SR ARBESIMEESRE (65~70) 66IIC1H1HE
AmgEFEHABICHEERSE L, S5 HIREREET
HREIRERS Uz5E. AR XA AR B 1 e B
ZOBELIFEALEEITED SN WD,

16.7 EYHEEIER
AFLIITFY UERTOBEOALEE (54~74
) SElich YTy Yy YLFEFILIHLIEYmg%
PIERICHERES L., S5IC1HREBEA7HBIRE
BELIZBIIBLWTY, MHPYITFI VBERNYTY
VY LI EFOUIERGRICIE L CEMIED 5
Nz, £z, AU FHILY oM EE IZARREM S Mm
FEREREZICHYTHILY Y Y LFEF LS
TIBEEIEEAEEIRD SNENIIL,

16.8 Zith

(hyFHIL9 viE2mg [YD])

AU THILE VEE2mg [YD] & [EBPRZ 2RO R

HOEMZNRSEERBR T A R4 > (E24FE2H29H

HMARBBEHO022958105) ] ITEDEX, AV TFTHLY VEE

4mg [YD] ZiZMesif| s Lz & &, BHESICEOZEY

ZRICEZE E AR ENT10,

17. ERIRRRE

17.1 BHURORSMICHET BH5R

(BIEE)

17.1.1 ERERERER
B, BRESMNEEDSBE 2RI, 1H]
[E2~ 12mg % —R BB C I3 H ~ 2480, —BE
BB T IX 1 2080, BRI 5 R T1224~ 5208
B, ESREEE  fE S IR R O BRERS I ERE I 51 5
B TI32~ SR, EOHR5 L BRRBRICB LT,
WeFEAD R AT S N 7 B FERE D & 1 TR DRIZK
ROEBYTHBHIN~30),

SLERED 5 { ARE([REE] DOXE)
CHERRE] 2& | THETREE] 2ER<
fzﬁigigﬁ 72.6%(606/835) 78.1%(606/776)
B I 77.5%(31/40) 83.8%(31/37)
B REE 2 S S ERE 63.4%(26/41) 72.2%(26/36)
B EE M EE 66.7%(22/33) 73.3%(22/30)
& &t 72.4%(663/916) 78.1%(663/849)

) DEEMmME (-20mmHgBl k) ROYEREME (-10mmHgll E)
- T5E. FHME (-13mmHgbl k) 29846, 2
Wik, TEEmTH->TH, 150/90mmHgkRE (72720, Bk
ExESBMERED ARBE TIE. 140/85mmHgH) ICHE
Li-5e

nH. KEEBNEEREZNRE L ZHERLE
REOWER, HoTFHLyY Y YLIFEFILOFEAME
MEBHENT WD,

(BHEDFE)

17.1

.2 BN MAEEER

BHEOLAEOBEEZNRIC, HVFTHLY Y YL+
tFIV1H1E4mg %2 ~4AEMBES L. 2D%1HI1E
SmgZ24EMHZE L —EEREBRE (51X
WEE) DR, T IFT Y U EMBREERTE
BINTVED, HDEIVITIARBESNZEPHHEE
WIKRLT7 IO Ty VEBBREREERICE AT Y
FYILY Y JLFEFIALXRTSERE2HRELLE
&0 [DALEROWES HAREL] DOFRHIZH YT
Py >y TLFeFILES5EH4.6% (3/656]) TH
0. 75 AREE30.3% (23/7661) IZHNERIHMEF
EN. AUTHLY Y TUFEFILOERBENIRD
bNTWV5b, o8, LERABETIE. Y¥y VU A8F
(52%)+ FIRAI (83%) EAHHHSN TV S,

) DAZEROB(LICK D AR - EZET 258, 50 D
AewEdl GaoHl. FIRAL AEIRAA. 7947V UE
BEERER DS O METLIRA]) OB - HWERME 2TV, K258
R LIS S EROLE 2 G T 2507k EERESEL & Hl L
Iad 1=y

HYTFTHLY Y YLFeFLESEHIIBWVLT
58.9%. 7Tt REERICBWVTS51.0%I M RREE
OREZECRERAPALN. 2. DAZDOE(L
ICHEDLZVDIMERDA R NBH Y FHLY Y
Lt FILBHICAH (DEMEB). BEEEA. —BER
MmpEE, NEE)., 7SS RBIC26 (FRERAD
PTCAMEST. MIFE). EELBIERASHI Y THILY
Y VLR EFUETH (AEERE. BEE). 7
T RBETLH (FZEBEE) #ohiz. 2055
HAYFHNY Y YLUFEFABETAHALNLDEM
g, WMEZEDERFE U TIETAHER S /23032,

18. EFE

18.1

18.2

{ERR

HYTFHLEY Y YLFeFILOBREERIE. £ENT
MGEFRIZ BV Tl P ITIK S R S EHEREY 5 >~
THILY > ERD, EICMEFBEHOT > IF T
05471 (AT1) BBEEICBLWTT Y V4T V1
CHEFL, 20BN aNENEER 2622 &1
Lo TETHRHEMEBHROBTICE S, 5612, ATy
SREENLZEBETOT IV R AT O Vo g 240
HEALBEEERIC—FEELTWSEEZION
%33~30) (in vitro in vivo (59 1))e
LZV-PUI9FT I VRICRIFTHE

S EEERE7A CREEEMEES6H]. BhEE%MF
SRIMEERZL8H]) ZHRIC, hoTHLY Y ¥
LEEFILIALEIL~12mgD REHSHEOHER. Il
|LZUWEN, M7V T oYy T BERVMET
VIUVF T UV IUVIREOLEANPALATL
%)4),11),12),18),19)0
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18.3 (DMM{TENRE. BSHEBEN URMAECRIF T HE 1355

AEEENEEREIOMNZNRIC. hoTFHLY v 2) BRERH fih - IR BSERNE ARIESHEE. 2021529
T ULFEFIVIHIE2~S8mgD RIEHRSORR. IHEH 49-54
mE. IEHMECET. ZZ0AER. RHEMERT 3) KREPERER fih : 353H & 349, 1996 ; 24(Suppl.6) :
DL HH S NI-mIZiE. DAHEE. AZBRHSEEFED S875-888
DEEEEICIIREN A SN2\, ARSI EESRS 4) $RM fth : BEREESE. 19965 12(11) : 2413-2428
L1flich>TFHLy >y Y LFEFIIL1IHIE2~8mg 5 B+ \REHAERFHRHEZ ENIEE. 2021 ;
DOREBREOFER. BERKICHBMER. BMRE. C1455-1461
SRERAEREICHERIALGNT, NOEEELET HA 6) (HR)FBEELNER © EVMENRSERER (58d4mg)
EHEMEERE1SFIC. hFHLyy YLFk 7) (MR BZEELNER - EENESERE (588mg)
%JblEIllEl2~8mg0)JifE§‘§250)a‘v§% Rée B 12 3 J I 8) (MR)IBEELNER | EWENRZSMERE (5812mg)
FRICHEIIH S N3N, 9) WEBEEVE fth : B LB, 1996 ; 24(Suppl.6) :
18.4 EBHOAFAELEZODMITHESICRIFTHE 5915-943
BHEOAEOBELZNRIC. HVTFHLY Y YLFE 10) R (=3 7EASE : 20104 16 H &R, HEEFR
F V1 HE4mg 2~ 485 L. 201 H1E8mg %2.7.2.3)
24\ E L. ZEEREERRE (77 2 AER) 11) FHE : BIRES. 1996 ; 12(11) : 2429-2441
DFER. 7o IOFT UV U ERBRBERTIREBEINT 12) BEBIEE fib @ FERESE. 1996 ; 12(15) : 3333-3352
WBPR, HBEVIRESNZZENDLEEHEIIHLT 13) WBFEE=  fih : BERESE. 1996 ; 12(15) : 3353-3368
ATV UV ERBRHERICBZTH Y TYILY v 14) ZERE i FE LR 1996 ; 45(9) 1 1662-1668
VLFREFIARIZT I RERELGE. AV THIL 15) #EWHEEER OB (7u 7L A% : 20054108 11H
7y VLVFEeFINEREHTHAOTYILY Y YLFt AR HEERMEEALL.(1).1))
FUFZSENC L USRS E OB 280, DRt os 16) (BR)FEEELNER : EY2NESEERER (582mg)
BRELPALNTWS, /oy hVTHLY Y YL 17) BEFAE b : BRESE. 1996 ; 12(15) : 3281-3297
FYFNREHTT I ARSHIC K LN EOEE 18) MIIRIEE fth : BHREZE. 1996 12(11) : 2195-
T, DEBEOERLZBD A H SN T SH3D40), 2211
19) FIIER fih : EERESE. 1996 ; 12(11) : 2267-2296
19. B ICBT BIE(LEHIXIR 20) BENIFIESE fth: BREE, 1996 12(11) : 2213-
— RGBT : H TN Y YLFEFIL 2230
(Candesartan Cilexetil) 21) WINHEE fh: BEREZE. 1998 ; 14(15) : 2765-
ft % 4% :(1RS)-1-(Cyclohexyloxycarbonyloxy) 2800
ethyl 2-ethoxy-1-{[2'-(1 H -tetrazol-5-yl) 22) FHEE fth: EREZE. 1996 ; 12(11) : 2297-2322
biphenyl-4-yljmethyl}-1# - 23) Hikts fth : EEREEEE. 1996 5 12(11) : 2323-2341
benzimidazole-7-carboxylate 24) BEBEIEE 1t : BREZ. 1996 ; 12(11) : 2343-2371
5 F 3 C33H34NeOs 25) FIERERE  fih - BERESE. 1996 ; 12(11) : 2373-2392
5 T =2:610.66 26) FIERER fih : FEREZE. 1996 ; 12(11) - 2393-2411
lc R BEOBREUIBREONRTH 5. 27) FIRIESE  fih : BEPRESE. 1998 ; 14(5) : 871-918
el (100) 2R RBITRITL. Xy ) — 28) WRILFEEH fih : BERESR. 1996 5 12(15) : 3299-3317
ZRRBIFIZLL, =¥ 7 =)L (99.5) 29) FKEMEE fih : BERESR. 1996 ; 12(15) - 3211-3228
KBTS L, KIIFEAEBIT RNV, 30) BIUEERE fit - BEIKESE. 1996 ; 12(15) : 3229-
XY ) —)UIBKR (1—-100) 3hetttEZ2RE 3264
2\, 31) ENEIHE_EEREERE (70 7L A8 : 20054
(b2 ER 10A11H&GR. HFERHEZE +.1.(3).1))
0 H CH3 Q 32) DIIERANY b (Fa7 L AE: 2005410811 H*
7. HEERMIE 1.2.(2).5))
33) E+AREHAERHENRSZ ENSEME. 2021 ;
Cl466-1474
N ,N<1\l1 34) WHEH fh: FWHEAE. 1996 ; 24(10) : 2215-
= HN — 2220
\<O O N RORHRRER 35) HUERIHET i HIMER. 1996 5 24(10) : 2207-
2213
< 36) Wada, T. et al. : Eur. J. Pharmacol. 1994 ; 253 :
CHs O 27-34
37) ZViEE— fh: FrEEEEAK. 1996 ; 45(9) 1 1655-
22. g% 1661
(hrFHILIvEE2mg YD) 38) R#hZ  fth - FEIREEZE. 1996 ; 12(15) : 3265-3280
100%¢ [108E (PTP) x10] 39) H)IEE— fth : BEIREZ. 1996 ; 12(15) : 3319-3331
(AVFHILT vikamg [YD)) 40) B0 E LD (FTu L 2§ 20054E108 11 H&ZR,
1008 [10%& (PTP) x10] HFEERMIE 1.2.(1).3))
5008 [10%E (PTP) x50]
5008t (F7RF v V5EE) 24. XERERERUEWVE th‘E
(Bhr7*YIL9 viE8mg [YD]) MREHEEE BEEHER
1008 [10%% (PTP) x10] EMEEM$§%¢W§E%3697§i’@8%
500%¢ [10%8E (PTP) x50] {8, 0120-647-734
5008 (5 AF v 7 BER)
(hYFYIL9 UE12mg [YD) 26. BiSHRERES
100%E [108% (PTP) x10] 26.1 SHEERFETT
() . B M,
2. EH W s bR
1) FEREt fth: BEHEZ. 2017 5 47(10) : 1353- BILREILMEHIRE3697E 185

(7) [406AJ006



