SI11INC

* % 2025F9FE] (583hR)
*2024F8RIE] (552hR)

fr R EERE
BINHAA : 34

BA SRR EES

872149
(2mg, 4mg, 8mg, 12mg)

872179
(2mg, 4mg, 8mg)

2mg 4mg 8mg 12mg

FAERES | 22600AMX00995000 | 22600AMX00996000 | 22600AMX00997000 | 22600AMX00998000

AR7ERagE

20144127 | 20144E12H | 2014412H | 2014412H

BREE7IFT I ZEFIETE
MFEERERT

BAERS 73 >/ _“"j'lllg v IULFtEFIVEE
BITHII s2mg 15=77
AT dmg 15=77
BITHIVI Vsw8mgr=77

BIFFIVI 1 2mgir=77
Candesartan Tablets 2mg ¢ 4mg * 8mg * 12mg “Chemiphar”

E)EE-EMEOLFZICLVERT S L

2. 22 (ROBBEICFESLEWVCE)

2.1 K%IJ(DEJZ’J} Xt VBBEEDEMEED & 5 BE

2.2 MR SAIHER L C W AR REE D At [9.5 SEE]

23 7UAF LY ITLVBERZBRESTOBRBEEE (/277
L. hoEERBEZIT-o-CHRBMEOITY ha—)L
HEULIARDOBEZRL)[10.1 SHE]

3. #ERK - MK
3.1 #HRE
HYTHNG VA THNT NN THNI V| WY THLE
IR7E4 $E2mg $E4mg $E8mg $E12mg
[r377) |73 77) | [7377) | [7r377])
BRI (A@) Ao TFHILy>y YLFEFL
(1%58) 2.0mg | 4.0mg 8.0mg | 12.0mg

A, b Ewa Y | ALK, vy 'O Y
Fr7ro e RruFySu|Frrr. e kuxryTo
s ltilo—A . v7ad—|\Eltlao—A,v/ud—
WAL 1106000, #1L X 18— 2 AL L6000, HL A T — 2 F L
IL ATTV VBRI VIL, ATT) VBT
EVAVEN T L, EESE
3.2 REIDOMIR
HYTHNY VN DY THNT |\ A THNY | h TN v
HR7Es $E2mg $E4mg $E8mg $£12mg
[r377) |73 77) | [7377) | [7r377])
Bt~ B Ha~HEH :‘<\\53‘fo:“ SFNENE
EnFE BOEFEAY | WIZWEOE | LWEOERRA
- DFIE | MADOFEHE| L OFRE

_FYL, %94 gL,
% 4
(772 @

(XN

¥l o= T Lo )
{RI [ J [ J [ J [ J

BEE 7.0mm 7.1lmm 7.1lmm 7.1lmm
B 2.6mm 2.6mm 2.6mm 2.6mm
HE 130mg 130mg 130mg 130mg

ol — N THNI N AYTHINT N Dh Y THNE | hy THILY Y
! 2 7377 |4 3778 377 |12 m3T77

4. FHEEX SR

(BYFYILI VEEImg - dmg - 8mg - 12mg [=T 7))
ORIMERE

BXEMRIEE

(AYFYILI VEE2mg - dmg - 8mg [ =T 7])
TRORET, 7VIF4T VY UERBRESHIO®RSH
B TRVES
OiTE (BE~PEE)

5. MEENIFHRICEHET BiFR
(BHEDT=)
5.1 7‘/’/‘%7“/“//72{@@35@%@ 5 K B HNRBRPITD

NTVERWEFICB T A2ARAOBFNE! ;tEEE ENTEH
T ERKFNE, TUVAT UV U ERBRIBER» S0 E
ATHETHZERFRET 5,

52 72 UF T Y Y EBBERIBER ORI DR EEIC

BUIAAREOFDEROREE, YICT VAT
EEERIAER & AR 20 L5/ 0BT R OR2E
ITHER SN TV R,

5.3 NYHA DDV OB LAREBEF IS 2K FOF

FAMEIIRESZ LT ey ([ERREBR YD),

6. FERURA=Z

(EIMEE)

BA
BE. BRACEIHIEA Y TH LYY Y LFEFLELT
4~8mg%%§lil?x’—:fb EIZIE C12mgE THEET %, 72
7ZLVBBELES ST IBE2Mg, 5B 5EHE L.
v tﬂ?bSmgi’Ciﬁgiﬁ“éc

INR
WE. UL EomARmo/NRICIIHIE S Ty v v
LFt )& LT0.05~0.3mg/kg &R IR59 %,
BE. ol Eo/NRICXIHIEA Y TYILY Y YL FE
FLELT2~8mgzROHKS L. BEITS Ul2mgH TH
29 %,
L. BEEZESIEAICE. BAB»SBREEZHB L.
AEIZIE U TC8mgE THET 5,

BREMSMELE)
BEE. RAICKIHIES Y THLY Y Y LFEFLELT
2mgh 5REOBG2HE L. BDEITE U8mgE THET 5.

CEBEDTE)
BEE. BRACEIHIEA Y TH LYY Y LFEFILELT
dmgh SRR EZBB L. BDEICE C8mgE THETE
bo B RAELT, ToIF 7 vy v EREEREEH
DIAMIC & B EBEE AR T 5 2 &

7. /f&UFﬁE(LEﬁJEj%/E%‘

(EIMEE)
NRITEE T 25EI2E. RAOHEZBA TV &,

CEBHEDTE)

B S BRRE O B M E A 120mmHg KO BE, BEEL
HEOBE. FIRAIZHALTWIEE. DALZOEEED
EWEEICIZ, 2mg/HY» 5/ 5 2RI 252 & 2mg/H
BE5, RIMEREEORERICNT 2 REMEEHERET 5 H
WTH2LDOTHERMZBA TIThEWI &,

FEOBEICED, —BHEOZHEMERTZEZIHE
BH2HOT, PEREGR, K04mg/H. 3mg/HADHEE
RriCid, MEFOBEEZ+712175 2 &, [9.1.3, 9.1.4
9.1.7. 9.1.8, 9.2.1, 9.2.2, 10.2 ]




8. EEREANEER

(GheEdE)

8.1 BIEMERICE DD FE WV, ALDENHODLNEI ENDH
HDT. BEE. HEHEOEESER 2 0 Bl z 20
THRIIIERSES T &

8.2 FMIHIABBIIHBE LEWC ENEF LV, 7Y VT TV
I ZAEERAKRSHOBEE L. MEROFHFICL
ZU-T O T VY ROMEWERIC X A EE % MK
TEEITHREENDH S,

(DA E)

8.3 EH. V¥ v AMAL FRAZELMHAT 2. 2B, KAl
OB 5 TORRAEISREL LTV,

9. BEDEREEITZEEICHTZFR
9.1 SHIE - BIEEZEDNH D EE
&L1ﬁggﬁﬁmﬁﬁwﬁ6%%2@%%@%@%&%@5
5E
WELRPGEELZVEHITS N AIEE 2R E. [HREIEE
52 s, BIREOBDPLRIRAESBENETRIZED
AFICEHELELSEEBENTDH 5.
SAYY LMEDES
HWEELLZERVWEHB SN 2582 BRE. HHAIL8
F528. BAVYLMEZEBERIELB8ZNMNDH 5.
T, BEERE, oY bo— LREOHERESEICED
MmEAH ) 7 LESEL ZDPTVEETIE, mMEHY Y
LMEICEET A&,
9.1.3 BERMEEEPOEES
(EIMEE)
DEIVHBL. EHETAHAIME. BRERVERE
DREZFFICHBE LGN SHRAITH 2 &, Fhicm
ESSBICETL, Yayv 2y, K, —BEOE#EE
PEREDETZECTBEINSH S, [11.1.2 2E]
(BEDAE)
ME, BHEE. AMoEE (NE/uerE) RUEE
DREZHFICEBE LGN SREZHB L. BEICHE
THIE, BELsMEET. BEERTH2WVIZEMZ
BEBITBENED S, [7.. 11.1.2 ZHE]
9.1.4 €+ MU D LMEDESE
(BIMEE)
LENPSBBL., HETAEEIRME. BHERVEE
DIREZTDFICBELZDVSRAIITH T L, NI
EAEBMICETRL, Yav 7y, £, —BEOZHNE
PBEREDEKTNZEITBZINNDH S, [11.1.2 ZE]
(BEDAE)
ME, BHEE. AMoEE (NEJuer%E) RUEE
OREZ+FICEELEDSSREZHAL. BEEICHE
THIE, BEMLsMEET. BHRERTH2WVWIZEMZ
EBITBZINTD S, [7.. 11.1.2 ZE]
9.1.5 DA EDESE
(EIMEE)
DEIVEBL. HETHEIIME. SHERVES
OREZHDFICBHE LS HBRAITOT L, ThICM
EFZBMICETRL, Yav 7y, L, —BHEOEBHE
REWEDETZECTBEINTSH 5, [11.1.2 E]
9.1.6 KEIRFAIEBEN ISEAEMIERELDEFEDH 2 EE
(DA E)
BEOMTERZRT & GERPENT 2BENTDH 5,
[11.1.2 =HR]
9.1.7 EMMEDESE
(DA E)
ME, BHEE. AMoEE (NEJ/uer%E) RUBE
OREZ+FICBEELZPSREZBKL. BEEICHEE
TBHIL, BELMEET. BHEEEKTH2VIZEMZE
EITBENED 5. [7.. 11.1.2 ZE]
9.1.8 NYHA D\aEr I EDHBENEEE DT VIEEDLR
£EE
(IBEDAE)
ME, BHEE. AMOEE (NEJ/uer%E) RUEE
OREZ+FICBEE LS SREZBKL. BEEICHEE
THIE, BEMLsMEET. BEERTH2WIZEMZ
EITBENED S, [7.. 11.1.2 ZHE]
1.9 ERIBSEDEHEEDSH 5 EE
.2 BikgEEEEE
2.1 BBEEDHDEE
=InESE)
DEIDBKBL, HETAIHAIIME. BHRERVUERE
DOREZFDFICBHE LS SBRAITOT L, TS
EAFRBMICETL, Yav 7y, K, —BHEOEBNE
CERBEDR TN EERITBEINSH S, [9.7.3. 11.1.2
2]

9.1.2

9
9
9
(

CBHEDTE)

ME. B, BIOEE (NEJueVE) RUEE
OREZ+FICBRE LS o/ E2ME L. BEICEET
5T &, BBLMEET, BEEETHIVIZEMZES
ITBENDNDH 5.
BHEODAREOBKRREICB VT, BREEOSHI B
BTFHRROBRTH 572, [7.. 11.1.2 BHE]

9.2.2 MFERPOESE

(EIMEE)

DEIVMBL. HETAEAIMERTEEORES
FTHICBELEDPSMRAIITO T & FNICMEN S
IETR L. Yav 7y, &, —@EoRSEAZECT
BENDDH D, [11.1.2 ZHE]

(BHEDTE)

ME, BEMOHEE (NEFOLrE) RUBHORES
+HICEBE LAY SRS 2MHAL. HEICHEET S
L EBMRMERETHAVWIEMZECTBEINTSDH 5,
[7.. 11.1.2 =]

9.3 FFikEEfEEEE
LEDPOBRERBT AR EEBRICKRET ST &, R
EAEILT A2BZNDH 5. £, BEHEREYH > T
WE D) T T UAPMERT I ENEESNT VS,
[16.1.2 =H&]

9.4 &IEEEZH I BE

9.4.1 WFiRY BOIREEDH DL

FRLTWAZEPFRBSNT TV VAT Vo U EHEE

FHEERZT > PF T vy DI 2EEETH 2 #H

L. lBR - HiERAORE (Bh4, HE - - Bok

A%, FETE) RO SNFIPRESNTWBD D,

KEIOFGI2HNLH, ABEOFEELEE L TRAITK

50N EEEICHER L. 8B LOBEREDSEREMEZ

FEZ EHENBERICOIMEETHE, Fo, &

SR ERIGEICIIIROFEFEICEET S22 &, [9.5

8]

(1) AEHESHBINIITIRL TWiEWT & 2R T 5 2
Lo FEFZESRL, HIRL TV W &2 EHMIC
RS 5 2 & BERITIEIRAHIIA L 725 A 121,
BbIcEEEHIET A&,

(2) WOFBIFIZOWT, KA SHAGRICEBE ICHIAT
BT E, o, BEFLMEICSUHHAT S 2 &
CIHRFRICAR 2 FEH LI5S, BRIR - HiAERICE

BERITTIVAIBH B &,

CAEERAHBE L 7o 3 EE D NS EEIE. EP 2 ICE
HEIHZET B &,

CFIRAEHE T A5AE. EYEICHZKT A L.

9.5 iR
R ITER L C WA REE D H B I IZ &5 Lz n
Lo TG FRITIFIRAHIA L 2B E&ICE. BEbIcRS 2RI
T5T &, WIRFPHEOKRICTY > OF 70 v v TREE
BHAIIZT >V T >y v EMBEREER 2 RE5 S n
BETFKBDE, R -FERORET. A RoMKIMmE.
BEARE, SOV Y AME. EEOEBAEKUFKIEE
ICK 2 EHRIS N AU OMNE. EEHREOER. MoK
TERENH 5Nz OHENH S, [2.2, 9.4.1 ]

9.6 =ILIF
BA LW ENEZ L. Ty NOREHRORAIIC
AEZBEFIREOKS T 5 &, 10mg/kg/HE LOBETHA
BIKEEOREEMARD SN TWEY, 2B, Fv b
DIFIERIAD I, &35 VIIRAIHO A IKAF 2 B 5 L5
Ay LWINBH300mg/kg/ H THARIKEREDE AR D
5NTWd,

9.7 INR

9.7.1 EHEAEMKER. HERIIAR (IFARMH) Z2/%EL

TeEEROR2EZEEE U ERRBIEER L TW»

AR

9.7.2 XRERkAAEE (GFR) #%30mL/min/l.73m*RiiED/NE

HEENRE LILEDERUOREE2IEEE L2 BERRE

WML TV,

BHEENRCIMEN ) 7 AEZERFE BRI S &, /I

REOSIMETIIBEREREEZMES 2 ENZ 0, BT,

BB IC B R TR (BB BiK) OBFHITRA

25T ABAPMENY 7 LMER ER S B HAREES

HHMOER EHAT HEEITERT S & [9.2.10

10.2 =H8]

%Iﬂu%

—RICEBEOEEIIFE L RnESN TS, MIFES

PERIDZBENDDH S,

9.7.3

9.8



10. HHE{ER

10.1 HHAZER HALBWILL)

KA E

BRI - 1B TIE

W - fElEE T

TUAFL Y7 ILEEE
CAAS
(BEPRIR BB T E A
T B E. 212,
D R EIGH % 4T -
THbaBIMEDT Y
Fa—LABEFELLAR
ROBEZIRL,)

[2.3 2]

FERFEEMI AR, B
[ N RN i
FER OMEIMED Y 27
HEIPHRES N TV 5,

LTy IVF T
¥V REEERH R
SNAHEEMD D 5.

10.2 HAEER (HAICERTSZI L)

%

ERARAER - HEEST R

W - fERE T

71977 LSRR RAI
2¥na /)77 kv
M)TLTLUE

miEH Y LEN EF
TH5IENHD.

KEIOTILEZTFT v
AWIHEIERICE D A
U LB e DS

(11.1.2 2]

WHBHDT. LEDIS
BlIAT A CEEICHE
5952k,

hy AV ITHZEILKD,

7 7 LG fEMRT © R B AE

[9.7.3 BH] BEDDH 5 BE

FIRAI FREICHEZZ T CFIRAICIHEEZZ T
Jut IR WBBEICKFIZAD | WHIEEFICIIL=VIE
FUZBVAFTI|NTHRET 256, BEEPTTEL WL EE
N TERMDHERT 2B FN | HEL. AEIVEHL

BT,
FEIRET ¢ I B R
AR5 % B L
&

TUAFL Y 72 IVEEE
[9.7.3 2]

EHRERESE. a0
77 L IRE K OV I £
ERITBENNH
%, eGFRA”60mL/
min/1.73m*% fii @O &
HEERE D & 5 BE N
DT IVAFL T
BIEE ORI ONT
I3 BEEYTERL
W EHET S NS GE

Loy-T7 YV
>R E R AR
ENZREMEDH B

CEBERAEAT
U BB

(2) V—TRIRA R
O ) 7 LRFHER
PR

V1112 SHE]

Y

LV ALBLHH 5D
D & R UM I E O FEF
HESEL, »ORE
MEe
BHEETH L2 VITE
MEEZTBENTD
%o

frEBETAH &,
TUIFT Y UL BRERSE Y Y
BEREEA] L IMURE fe OME I FE 7% 72
[9.7.3 2] CITBENNDH 5,
U F L VF T LRESRES | BRAEICEBT) F
ntws, Y L OBRINAEE S
N5,
WOEANT X HRR | BEOALOERKRRER| (1) L=-To V%7
BINTWBRIEE Tl EZRZROFRIC| > > v REEER D E
(1) 77 V| AEICKRZHAT 2 | BENHAHESH 5.

(2) FIRAITIHELZ
FTWwasEHFICIZIL=
VIEEDSTIEL TV
BENZL AElIvE
2L,

R T« B E 72 B
BEEROBE, KN
7 L EE O B K IN
E B E, NYHAD#
HESEI%OHENE
EEORWEELAS
BE BEZOHIE
. MEETROBE

JEAT T A R HE
J&#l (NSAIDs)
ALY RRXY U

FEEFRPETET 5 2
EWH B,

JEAT T A R HE
AN M BRI %
B HTARY LTI
VOEREHET S
ZEnn., BIEMERZ
5 S B 5 EEN H
BHEEZHNTWVWA,

BEREEDHLEET
13, SHICERESE
k9 2BZNNH %5,

JERAT U A RHEEHE
BHIO a2 75
Y UABEEERICEX
D, BMRES KRS
Bl EZEZLNTY

%o

1. BIfER

ROBWERBH 5ONBZ ENHHDT, BEE+DITT

W, BEDSED S NIEEIEEREERIET 5% SHE)

WEZITH &,

1.1 EXBENER

*411.1.1 MEMWTE GAEAH)

HE. HE. & |- BREOERZERE T 2ME
MIFEPHOSDNZEZEND 2, Fz. BE. B,
i, Mgz BENERFEFPHSbhE I L

DH %,

11.1.

72 VB DA 2 DEE0. 1~ 5% )

R B, BRIHAENH 5 bhizi5
ICHEY) 2 B %75 2 &. [9.1.3-9.1.8.9.2.

10.2 SH]

11.1.3

~ 5%

1.1
1.1

4

BAYD LM (BEEARH)
.5 AFiEERRS. BB (HEAH)

A
=
9.

Yavd (BHEARH). KM, BEER GEEAH. 1

IZix. Bb
1.9.2.2,

SMEEE EERH. 7272 LEBEOA205E130.1

AST. ALT. v-GTPO ERZEOHHKERENH S D
N2 ENH 5,

1.1

.6 SEFRRIEREE (SHEEAHA)
.7 (EREARERAE (SREAE)

T, BTE CKER. mMAKRORHFAIAZTar s
ERZRBET HEUBRAIEN HSDND I ENDH
20T, ZOLIBHHICEIESICREGEHEL. #
P B Z1TS &

11.1.8

FEEL

RIE A (SEEEAR)
O, [EORERIEE, MOERXARRE S 2 S MEN

RN HEDNBEIENHHDT. ZDEDEEHEIC
g eIk L, BIERERILE VHIORSSEDEY)
BRAEZITH &,

1.1

9 (EM#E (SHEEANEA)

R ZIER Wi FOBA. BFET. BE,

BEREEEN DS DNIHE

HERFRETOBETH 5bNP T,
11.2 ZOftDEHER

(EMEE)

i35 ehitd s L,

0.1~5%KTii

0. 1%k

SEEEANEA

TRBIE

5. 5. BAE. ©
> HE, SARBELE

TEREE

HEL, LA5DE, b
KH6H BFE 13TY

HASMIE, DB

R

. BHER, AR, R
S BmO LUHIE

Mg D LU U

HILE

B, B, BHCNER.
B AR REL, DB AR,
T, %

REEE

FiHE

AST. ALT. Al-P.
LDH, y-GTP® E#

Jiikizd

AHll, HMmERED. H
MERIE . HFRRERIE 2.
/MR

EX
=]

BUN. 7L 7F=>D
ER EAR

Z DAt

BER. B B,
SRR, TEEE. M%Z. I
U LEFR AL AT
u—)L k&, MmHCKLE
F. CRPER, MR
Bk b5 MERY 2N
(%%

[N NURIFNiik5:N
PR A, AT

5. B A
]

(BHEDT=)
BEOARBITIIEMERICHANLZE 5H, H5DF,
RIME, BREREROEMEPH5DNPY <, MIE,
BN OEMOEE (NE/OE V) ICTHET 22 &,
%8 BIEEDCHEOREFRICOERPRETH 5.

5%21E 0.1~ 5% B
BEE B, FO¥E
TEBRER B 5 A E[DFEV. BIR. BIE B4
ME. 5562% [IUE. 1E3TH
TEHERER S, BRA. RER. JHEERL
L UM
HIER BD. DEEE. ER. B
BB, OB, KEEY, B
. BACR, BEATRE
JF v-GTPL&H ALT. AST. LDH. Al-P
O LR
Jiiiki3 =yl B ERE A IFERERE 2.
HMEREZ ., MR
B i BUN. 7 L7 F|&EHR
— LR
*|ZDfth M H Y7 L REBEE B ., FRIE, | BEEYE
F. MARE EREEREE R xT7o—
F. MACKEF DV ER KT M) AEE,
Mg > 787 @b

14, BRLEDER

14.1 RRIBAHHOER
PTPEZOEAIPTPY — M2 5WM O H L TRAT 5 &
SiEH T H I L. PTPY— FOBMKICL D BV HifaE



DEEREARIA L, BICIZEFLEZ B L CHERIR A%
DEELAMELHFRTLHIENDH S,

16. FEMENRE
16.1 MARE
16.1.1 RiERS

ARGV I ERE R ESH (38~68%%) 1. 1H1E4mg%
BIEZICHIOERES L, &5 1 BRESEATHBRE
BE LR, WEnbIMHFICIEEREMOH > T
LB 2R OFEEEREIM-T A S50, RE(L
FiiFEAEBH SNV, 1HE (#WEERE5E) RO
9HEH (THEIRE®RE®R) Oh v THILy »ollHfiE
féﬁc;iﬁ%ﬂ%ﬂ#ﬁaﬁ?&b: Y—ZIE LB BRAIET
ERANS

NN NN
I\\T N )\T N
HN: HN:

0 O 0
HO HO
N N
)—0~-CH3 N>:()
X

H

AYTHINE M-T
e n Cmax Tmax  AUCo~an Tina T
mene  msm om0 W W
nosynyy LBE $1£19.9 5011 48%91Y  2.2%1.4 9.5%5.1
9HE 55.7+14.1 4.5+1.3 509%151 2.0+0.7 11.2%7.2
T IHE 8.3%2.7 8.0%1.9 13%6+4¢ —  8.9%2.6"
9HEH 10.9+3.4 6.8%1.5 197+ — 13.746.17

(FHME L FEHERZE. n=8)

a) AY)S— AV METIICKDIHERE LT,
b) n=7

16.1.2 M A Y FYIL Y ViRERIEE%Z AL fzPopulation

16.1.3

Pharmacokinetics (PPK) fi##f
TR N B FIE 1680, A REE = ILEAE & OV & s A
REME & M ERE B E 300, BRE S S MEER
Z186. FFREE % fES B M EERESG. 51224605 5
Boniz2,886 DM H > TH LY VEEHIEE %
AW, . Fin. AE. FFREEREZ (AST. ALT).
EHMEEIEE (M2 L7 F =, BUN). MH7L7
IVEROBENEOEEEH Y TFTHILY YOI )T S
VAL DHEBRE. PN T TRA T YT 2 LD
REELME 2 M 5T Lo fE SR, HFREEE (ASTE>40XIE
ALTIE>35) 1B BT U 7T AWBERETRT 5
EPHEESNTWSY, [9.3 B8]
EMFHIREE R

(AVFHIIViRdmg [T=ZT7])

N THINEY UEtdmg [ 37 7] E7a 7L RgEA%E,
JUAF—=N=LICEDZENZTNISE (HVTHLY
v YL FEFILELTAmG) BEBASFICHEERD
BO/SLCmMERH Y TFTHLY VEERZHIEL., 15
SN EYERE/SS X —% (AUC. Cmax) 12\ T
90% [EHEX BRI TREHENT 21T - 7458, log (0.80)
~log (1.25) O#EENTH V. WHIOEMZNESEE
PR SN2,

HENTA—% BENT A=Y
AUCo-~30 Cmax Tmax T
(ng - h/mL) | (ng/mL) (h) (h)
HYTHILY
4mg (7377 501.0£93.9 |44.36+11.12| 5.1+1.7 |7.51+1.04
Ja L ASE4 | 456.9+94.4 (39.93+11.17| 5.2+1.4 |8.74+3.20
(P{E +EERZE, n=29)
(ng/mL)
(CPoEIFERZE. n=29)
50 1 —e— VT HILY U EEAmg [r377 ]
--o-- 7O/l %4
1 40 |
# _o-0,
N S0
osor et
= [
Va Lot
»
M
] [t .
i i N
a7 \r\
0 \ ‘ ‘ . |
0 4 8 12 24 30 (h)

R ]

(BYFYILIVEE8mg [T 7))

AVTHNY U888mg [ I 7 7] &7u7 L A5E8% .
JURF—=N—JEICLDZENENIE (B> THILY
v Y LFEFILELT8ME) BRBAS IR
BOKE LCMERH > THLy VBEZRIEL, B
5N HEYERE/)$S X —% (AUC. Cmax) 2\ T
90 % EHEXENEIC THEEHRIT 21T - 7455, log (0.80)
~log (1.25) OHEHENTH V. WAIOEYFENFREFME
PHER S N7z,

HENT A% BENTA—4
AUCo~30n Cmax Tmax Tin
(ng - h/mL) | (ng/mL) (h) (h)
N THILEY
8mg [/ 27 7] 969.1+288.7|81.16+26.12| 4.8+1.2 |7.71%£1.95
Ju /L A§E8 |881.8+218.4|71.58+21.87| 5.6%1.8 [8.73%2.83
(P9 +1EHERZE. n=20)
(ng/mL)
100 F (PHEHZERZE. n=20)
—— NVTFHINL U AE8ME [r3T77 ]
o TOFLARES
80
m
5%
th
0
7 L PN
Z 60 QO AN
b S P
% SLon L
R A :
i Lo ‘
x :
200 )¢ '
O L L 1
0 4 8 12 24 30 (h)
g f

(hYFHILIVEEI2mg [5=T7])

AV TFTHIY EE2mg [ 37 7] ET7u L R
. JAOAF—=N=3FBICXDZFNETNIE (H>TY
LY YLUFEFILELTI2mg) BEBRASTICH
BHEOEORS U CEFR L > 7Y ILy VIBEZHIE
L. Bon-#Ey#HE/$5 x—% (AUC. Cmax) I
DN TR X LIS THEHEN 21T > 72458, log
(0.80) ~log (1.25) Q&EENTH . WAIDEMF
MESE S TER S Nz,

HEIRTA=4 BEIRNTA—4
AUCo~3n Cmax Tmax T
(ng - h/mL) (ng/mL) (h) (h)
AL THNE S5 | 395 80+368.15]124.34145.227 | 4.61.2|8.01%2.58
I2mg [7377]
7u7LA5E12 [1,284.47+337.91112.529+38.393] 5.0+1.3 |7.89%2.25
(FHE - EERZE. n=30)
(ng/mL)
150 | (T EHEERE. n=30)
—e— HUTHILY U 2mg 377 ]
—-o-- 7uLREEL2
120 +
:
a 000
B | AT
Z ARERRE I
7 ///1 | I i L |
%60 - i
o i
# Al N
E /1 AN
30 - S : ) N
0d— ‘ ‘ ‘ )
0 4 8 12 24 30(h)

i
MBEFREL CICAUC, CmaxZED/8T X =413, #

B OFIR, R OIREUEEL - RS ORI IC & -
TRLZLAREENH 5.

16.3 5370

MClH Y TFHILY 2 hOILTE. 4%k NIET VT
SUBTRICHRIMLUI-BOEREERIE. & HI1T9%L
THA" (in vitro).

16.4 {138

HYTHNY Y JUFEFILIREANARFIILIAT T —
YICKDEERE A > THILY VicREash, S561C
—EACYP2CUC & D IEEHERBMUM-TICRE SN B
M, AEESMEEREICH S THLY Y YLFEF
LG Lz EEOM-1 O A E & O R HEH R I



16.5

16.6
16.6

16.6

16.6

16.7

16.8

17.
17.1

N THIEY O MFRERORPHRERIC EARE L,
CYP2CODBIZMZRIZ K B H >V FH LY DI EE
ANOEEB IV WEEZBNDY,
F7-. AU THILY IZCYPIAL, 1A2, 2A6. 2B6. 2C8.
2C9, 2CI19. 2D6. 2E1. 3A4DORBEEMZIEE LW (i
VItro) o
Hettt
AEEMEMEERE (38~685%) 8. Sl mE
FERE (65~705%) 6ffl. BRE% k> BIllEERE 184,
FrbEE 2 S EIMEE B ESFIC1H 1 Eldme = FHERICH)
E#E5 L. SoICIHREREHTHBERERS L7 k.
WIN S RAICIGRELEIIBEH S S, mHEARHEY O
N THILY VR OCIEFEEREM- 1kt sn s, #&
BB CORFB A > FTHILY K OM- 1 OFEHE R
IR SMEERE Tl ~12%. &inASErE S I EiE
BETIEI0O~12%. FREZ A4S HMEERE THI0~
1% THD, FEAERZIIFED 2V, BEELZMESEM
EERFORPIHIRIZ, MmiE2 L7 F=>3.0mg/dL
DEloEETIRIEEL. 1% 9HHL.8%T, MiEr L7
F = > 1.5mg/dLANEO EHEEEHFITIZ1IHE6.8%. 9
HHE9.3%T& > 7=
Do RE#HSHOMFEE. RAPFRtR,r5H4 T, K
BHERNEEERES. BhAREESLEESRS. FEEL
PESEMEERERVCEREL > SMEEREF LB IC
ERBERROSENLNWEEZ 5N Y9,
BEDEREZEIZEE
| BEEEE
BEE (ME2 L 7F=>:0.6~3.6mg/dL) %>
BN EEREISHNIC] B 1E4mg % Sa% ICE RS L,
SOIIHREBREHTHRRERS LzGE. g
BIIREESMEEREDEALIZEALZIRDS
nzno,
.2 FFEEEE
JFFE%E (ICGris : 15.0~28.0%) % £ &M EREEES
BlC1HE4mg 2 B RZICHIERS L, & 5IC1HREE
BEATAMRERS Lz5E, MFEEIEAREESMm
FEREDBALIFEALEZITD SNV,
=
SR ARESMEERE (65~705%) 661IC1HI1E4mg
ZEIRBICHERE L, S5ICIAARESBEATHBIR
BIRE U-54. MEE ARSI EESE DS
BLIFEALEZEIRD SNV,
EYIHE{ER
AFNYTXF T ERFROBELALEE (54~745%) 5
BlcH>FHILY Yy ¥ LFeFILsEl A Edmg 2 a%
ICHERS L. S 61l HIRESERTHBNERS L7k
IZBVWTYH, MAYITFY VEEBRAVTFTIILY Y VL
F Y FIVSEIEBR SREIC HE L TN 5N s . £70.
HYTFHILY O MFEESARESIEREREICH VT
Py JUFEFIGETEMES LG LIZEAL
ZIIFEOLNGE VDB,
ZOfth
HYFHLY Vg (737 7] 13, [GRFRL DR
OEFEMAOEMZNRSFERBE T A R4 2] &S
ELAYTHY VEEAmg [ 37 7] REESFE L
oL &, BHEHPRERS AN SN, EMENICR% L
HizENY,

BRPRAE
BMERUREEICREY 2R

3

(RMEAE)

17.1

.1 ERERRER

BIEE, EEEESNEEOSEE 2 dRIC, 1H]
B2~ 12mg % —fi i RE 5 T l38~ 24, —EEM
FHEBTIRIZER. RARSHETIZ24~528H, &
FEZ4S SIEERCEESIEEICS T S5HEBET
32~ GEM, BOBRE LKA ICB VT, BED
RPFES N A-BIERED Y 1 THIBEDNRIIRED &
BOTH %314)’27)0

BILEED Y 17

AR ((REE] *0x)
PHERR] 28t | FHERE] 2Bk<

ARE N 5 I

(8 - chayr) 72.6% (606/835) 78.1% (606/776)

HRES I ERE 77.5% (31/40) 83.8% (31/37)

BlEEZ M mMEE

63.4% (26/41) 72.2% (26/36)

| BEEESEE

66.7% (22/33) 73.3% (22/30)

& &t 72.4% (663/916) 78.1% (663/849)

HAX
it
BN
iil

MEHAME (-20mmHgbl b) ROWGREAME (-10mmHghl £) %
7295 PHME (-13mmHgbl k) %2354, 503,
BERTH > Th. 150/90mmHgkKi (72720, BREZMESIT
FEED ABBRE TId. 140/85mmHgH) (CHEL25HE

BB, REEBOTEREZ2NRE L ZEEHRER
REOBR, HoTFHILy Yy YLFEFILEOER
HEPRDEN TN D,

(BHEOAE)

17.1.

2 EMEE AR ER
BELAEOBEEZNRIZ, AV TFTHLY Y Y LUF
Y FILEEIHI[E4mg %2 ~ 4B # 5 L. Z0%1H1E
8mgZ 24 B KRS L —EERHERE (77 v %t
M) OFER, 7o IF T vy ERBREERTHRE
SNTVDED, HEVIXBESNZENHHEEFIC
WLT7vIOFT Y EMBEREERICEATCH YT
LYYy VUFEFIVEET TR E2HRE LS
A0 [DALEROHES P RE] *OFRRITH T
L5y T UFREFILEEHEER4.6% (3/6561) TH .
7T REE30.3% (23/76f]) 1 HANFEIHIH S 11,
HYFHLY Y VULFEFASEOERENROON
TWb, B, EEREBETIR. 54 Z8H (52%).
FIRA] (83%) EHHSNTVS,
MDARRIEROB(LIC X D AR - B2 ET 554, 5003,

IDARIBEA] GROA. FIRAL AREIREA. 7> o047 >
o UEBBREREHLIN O MEIREA) OB - HENEs
U, RBERBLIES ABEOLE 2 MGET 2884 S XE
EA T & HIW L 15 e

NYTFHNY Y Y LFFILEERSEITE N T58.9%.,
T RBERICB TS 0%BICHERBREEO R 2 &
CREWERDSALNTZ. £/ DAROBELITEDZ LD
MERDA XY "B H Y THILY Y T LFvFILEERE
240 (DEAE). B, —BMEESREE, RFE).
TS5 REIU (B~ OPTCARE T, MEZE).
HELZEWERAPH Y THILY Y Y LFEFILEERT2
Bl (BHEEE, §8%8). 75 RETH (+=E5
BE) AN TOIBHYTHILY Y YLFEF
VSRR T AL NDEME. MEEOERE L THTD
RS NB2),

18. ZEppEE

18.1

18.2

18.3

18.4

{ERR

HoTFHLY Y Y LFEFILOKEEMRIZ. EENT
MEIGEFRIC 3B WV T 2 ISR iR S nIEERE H >~
THILY > ELD, FICMEREHOT I T
I%471 (AT) ZHEEICBVWTTYIFTF >y v &
HEiL, 2omhznEIEERZMGHTArLICk-
TETHRMEMEEROETICEL 2, 512, ATIRA
BN LUEEBTOTIV AT O VI 2 iIEHE
RbBEEFERIC—EEESE LT\ EEZ 5159 (in
vitro in vivo (v k))s

VZV-POIFT VI VRICRIFTHE

& I ERE B ETA] (AR & ERES6f]. BEEZ S
BMEEREISH) 2RI, AYTFHILY Y TLF
T FVEEIH LB ~ 12mgd KEHR S REB OB R, migEL
ZViEE, mEET SO T Y2 [ RERVCIET VY
FT Y Y TRED ERBH SN TN 5Y010.19.10,
DIMITENEE. BHERER URIMREICRF TR
AEESIMEEERZEOF 2RI, Ao THLY Y
L&t FILEEL H1E2~8mgdD RIEHS DR R IUHEHA M
. fEHmMEOE TR, EZE0HEE. KEMEERTD
BODBHSNZMIIE. DAHE. EEBRHSEZOD
HEREMEICIZEN A S Nk, ARSI EREBE115]
AV TFHILY Y Y UFEEFIEEIRE2~8mgD KE
BEOGE, BERICHBMEER. BMRE. K(E
ERECEEIAOGNT, MIEREEZET 2 AREES
MEERELISFIC. hoTHLY Y Y LFEFILELH
1E2~8mgD KA G OFER. FEERIC S MR ICE
BIAH O NI N
BEOFEEEODMTEEEICRIFTHE
BHEOREDBEZNRIC, AVTHILY Y Y LUFEF
JVEELHEdmg %2~ 4E/E# 5 L. €01 H1E8mg %24
EREES L —EEmEEGER (77 v AE) iR,
TIIFT YV EBMBRIBERTIHRESINTWA D, b
BZVITIBREENTZENHIBEICHLT VO T v
EHEBEREERICBITHYTHILY Y Y L3t FILEE
XTI RERELIGE. Ao THILY Yy Y LFE
FISHREHTHYTHILY > Y LFEFILEEHRSHINIC
HUBRHSE AR ZIEINE CDRE O ER 2D A
HAENTWVWD, £z, AVFHILY Y TV LFEFILEER
ERTCT SRR ERICH LEESEOAELEMKR Y
DHEBEE OB BB H SN TN BD,



19.

22.

23.

BT ICRIT S EFHAR
—fREGGTR : O THLY Y Y LFEEFIL
(Candesartan Cilexetil)

k24 (1RS)-1-(Cyclohexyloxycarbonyloxy)
ethyl 2-ethoxy-1-{[2'-(1A+-tetrazol-5-yl)
biphenyl-4-yllmethyl} -17-benzimidazole-7-
carboxylate

733 1 CaHuNeOs

FFE 1 610.66

AR E@@%:EE HEEEOBMRTH S, BEEE (100)

%Dfmeb‘%a% R ) =T RREIFITL L,
I =) (99.5) ITHEFIC K, KITIFEAEE
A% ) — VR (1—100)
ROHHND,

F7z 0,
ARV w3 E S
{EZHEER -

SRk 2 R &

A0 AL

=D
(BYFYIIViRImg [T 7))
1008 (1088 (PTP) x10]
(BYFYILI Vikdmg [T5=T 7))
1008 [1088 (PTP) x10]
5008 [RUTFLrEY, NT]
(AYFYILI ViEdmg [T=ZT7])
1008 [1088 (PTP) x10]
50088 [R)TFLrEY, NT]
(BrFYIIviEI2mg [U5=T77])
1008 [108E (PTP) X10]
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