k3 20244E-8 H ELET (5530
sk 2024427 H 2ET (55200)

BF

i IR

AR : 34

HRE7 Y IF Ty I SEHERA
BEERS HUVFYILSY YLFEFIVEE

NITFYII 2 EE2mg [FFP)

DK5-0
BREEERIEES
872149 (2. 4. 8. 12mg)

872179(§¢2. 4. 8mg)

HYF Y95k 4mg [FFP)
HYFYIL9 5k 8mg [FFP)
HYFHILI Uk 12mg [FFP)

Candesartan Tablets [FFPJ

$E2mg $E4mg $E8mg $¥12mg
L7 E I e & 58 &/ 5 22600AMX01144000| 22600AMX01145000| 22600AMX01146000 | 22600AMX01147000
) EE - BSOS YVHAT LI L BR 55 B 88| 20144F12H 20144F12H 20144E12H 20144F12H
OBXEHSmERE

2. 2 (ROEBEICFHESLEVTE)

2.1 KEI DA L sEuE O B O & 5 B35

2.2 THE IR L C W A REME O H 5 (9.5 &l ]

2.3 7 AXL Y7 VIR ARG hOMIRIEEE (72721,
WOREEFHEEZIT-> Th 2 BIMED T Y bu— )32 L <
REOBEZHEZEEL) [10.1 ]

3.1 #Hmk

3. #HAKE -

Wire s

# VIV L §E 2mg [FEP)

VTV §E 4mg [FFP)

BRI
(1 §8h)

HE oy vy s v Ldk
FI)v 20mg

AR 73Ny s YLk
F )V 40mg

b1l

FUBEARFIY, by ETDa YT
H—A, AFT7) VBT Y

AR s E Ay s RS 912
v AL FOM L S

Wires

H v FHVE L8 8mg [FFPJ

BTV y vt 12mgl FFP

AR
(1 $er)

HE 78Ny sy ¥t
F v 80mg

HRE 79Ny sy ¥t
F v 120mg

R 1Bl

FUHKAI, FyETOY T
U—A, AFT7) VB~

PR N E DA A YR %
T A, DS S, oM G

3.2 Al

DHEIR

Wi7e s

B THIVE VEE 2mg [FFP)

71TV E V§E dmg [FFP)

& - FE

FI o~ o 36

P~ oEHA D o

K JEI (i

E] JEI il

bAsiA

ik

ik

P4 X

#1300
mg

#7130.0

mg

wl

a—F

FF
232

FF
233

Wi7e s

H VTN 25 8mg [FFPJ

71TV v 4E 12mgl FFP

- A

YT VEVnEnE O ER
AN DFEgE

DTV NEDOEIFEAD
ES

T

K U]

H1IE

—

HE

P4 X

#1300 | #27
mg

%7 130.0
mg

il
a-F

FF

234

FF
235

4. SHEEXIFZHR
HhYFHILy ViE 2me. 4mg. 8mg. 12mg [FFPI)
OFMmERE

HhrFHYILy e 2mg. 4mg. 8mg [FFPJ)
TEEDIRET., 7V IF Ty U ERERAER DRSHEY)
TIEWES
OB TE (BHE~hEE)

5. MEEXIFHRICEHET %32

(EBELTE)

5.1 70 V%7 v VEMBRHERS I L 5 aNEE T b
TWARWEZIIBIT 2 AF ORI N TB S, AH
X, T VAT vy VEREBEAER NS ) FRZ TR TS
ZEREFEHIET 2,

2 T I T vy VEREBENER OMES AT SR BEICE
G BRFOEER e, WNNST v VT vy R
FILER] & AHZ B L2GEa 0 R V73R s
T\,

.3 NYHA UHEBES IV OB OAR & B E 1269 5 RH O F
TGS L T e vy (RS A 722 6

6. FENUHE

(SMIERE)

A
HE. A IHIBA YTV y y v LFdFeFuELT4
~8mg R AHKG- L. LEIZEL 12mg F CH&ET 5, 7272
L. BEEZE A2, 1 H 10 2mg 2535 2546 L.
DB G L 8mg T TR 5,

INR
R LDl R 6 R o/NBIZIE 1 H IR YTy v v
L¥tF )b e L7T0.05~0.3mg/kg #1153 5,
B 6D EO/NBIZIEIH IR YT Vy YL eT
V& LT 2~8mg #f&O#H5 L. LHEIZS L 12mg ¥ THET
%o
72770, BEEREHAIE. BEEIOHSZRBL. &4
IS LT 8mg T CHET 5,

(BXREMRIMERE)
WE, KA IHIEY YT VY Y Y LdREeFLELT
2mg 2> HREOE G- 2 L. LEIZL L 8mg F THET 5,

(EBELTE)
WE, KA IHIEY YT VY Y Y LdREeFLELT
dmg 2 HREOKG %G L. LEIS L 8mg ¥ THETE 5,
By BHEIE LT, TrUF T oy B ER DA X
% BRI TR A 2 L,

7. BENUREICRET %R
(RMELE
NRIZEG T B2, MAOHEZBR 2V L
(BHEOAR)
e 5-FIARE O PUAFI ML A% 120mmHg FRi 0 8%, Bl %
) EFE, FIRA AL TO L BE, OAZDEGELD W
B2, 2mg/ Hr b5 2GS 5 2 Lo 2mg/Hix51d, &



MEREDRIER I T 2 XM 2 HETL2HNTH LD TA
B A T ThRVWI &,

RAOFEGIZE Y, —\BEOLMARIMERT 2R 385605
HDT, MEFGE, KO dmg/H. 8mg/H O ER:IZ14,
MEZED#Z%+512479 2 L-[9.1.3, 9.1.4., 9.1.7 .
9.1.8. 9.2.1. 9.2.2. 10.2 =]

8. EELELAIER

(Ghgedt@E)

8.1 BEIEAEHICIED BTV, SA62X0HLbNLTENH D
DT, B, HEiEOEERS G A O R BT 2 1B
IIEEEsEL L,

8.2 TAET 24 BRI I3 G- L2V EDE T L, Ty IV F 7~
¥ v M2 FEREEPUAITE G- 0 B LR R O FAlF s L = -
TrIF Ty ROWHEIERIC L A EERMERT 2R3
THEVEDSD % o

CEEDTE)

8.3 WH., ¥y ) AWK, FRAFLIHHT L, 2B, FHO
B 5T oA RMEIRFETL L T,

9. HEDERZRIDBEICHIDER

9.1 BHE - BIEBESFDH2EFE

9.1.1 mAIESIRIREDS D BENFFETEHIREEDS D
a2E
EHRERG RS aeks ., EHIRETS 2
&o HIMGEEDRDRLATAESBEDOETIZ L ) Sl IZFikRE
TR SELBENDD 5,

9.1.2 §AVUY LIMEDEE
LR H VTS aeks ., EHIRETS 2
Lo WA T AMIERZIEEIELBLZNDDH S,
F7o, EHERREE, o2 o — VAR R OBERFEEIC L0 I
U AMEAEC 2 ) R VEE T, MWES ) Y AMEISEET
LTk,

9.1.3 BEFREREPDERE

(RMEE)
AL BIE L, BT A5G ME, BERE K OV IR
THAICBIBE L2 SHRAIT) 28 TRICMEDEHICE
TL. Yav o, B, —#EoEEE LR RO &
CTBENDDH L, [11.1.2 2]

(B

M. Bk, AMORE (NEFmEyaE) RUEEOIRE
BB LSRG ERGL, HEICHET A . &
W MEAT VBRI T H 2 WEBMEEI T B2 D 5,
[7.. 11.1.2 ]

9.1.4 (&7 FU D LIFEDERE

(RMEE)
AR, SR L, BT A5G ME, BERE K O IR

ETIBIE L b4 14T T k. ENICMES BRI
TL. Yavrz, T, — B0 SN LR EHAEDET 242
CITBENDD D [11.1.2 BIE]

(BEDLTE)

ME. B, BOE (NEZ70E V8 ROBEHEOIRE
HICBIE LN LRSS ARG L, EEICHETLI L, 2
W M T VBRI T H 2 WE B EZ R I I BEZNDNDH 5,
[7.. 11.1.2 ]

9.1.5 DFEDEZH

(EIMEE)

LEIVEBL., METLGAIIMNE. B L O EE OIKE
ETIBIE L b4 1IT) Tk, ENUICMES BB
TL. Yavrz, o, — @0 SN LR EHAEDEKT 242
CTBENDD D, [11.1.2 BIE]

9.1.6 XBIRFAIFEZEEN SEAEMIEABDIED S 2 EE

(EHDTE)
BWEOMERTERT L, ERPIEBILLTE2BZM0DH 5,
[11.1.2 =E]

9.1.7 BIMEDEE

(EHDTE)

ME. BigE. 2o (NEZ7ner5) RUEZOIRE
TR LN LHGERA L. EEINETAI L, 2
R MEET VEERETH 2 W EMZRITBENDNDH 5,
[7.. 11.1.2 HE]

9.1.8 NYHA MBS I ED L BNEEEDSVVEEHOAE
B2E

(EHDTE)

ME. BigE. 2o (NEZ7nri) RUEZOIRE
IR L NSO ERRG L. EEINETAI L, 2
W MFEET VEERETH 2 0 EMZRITBENDNDH 5,
[7.. 11.1.2 =]

9.1.9 ERBEEDEIEEDS 5 EE

9.2 BikEEESEE

9.2.1 BEEDHDIEE

(SIMEE)
LEIVREL., WET LA IME. B L O ERE ORE
ETHICBIE LB OEAI1AT) T Lo FAUCIMEA SR
TL. Yavzr, B, —BEOESRERRLEREOKT 22
I BENDDH A, [9.7.3. 11.1.2 2]

(EHDTE)

ME. B, 2o (NEZ7nr5) RUEZOIRE
TAICBRE LN LEGERGAL. EEINETAI L, 2
W MEET VEERETH 2 W EMZRITBENDNDH 5,
BPEOAEDOERBICB T, BEEOSHIBHEAEE T %
HOBENTH 72, [7.. 11.1.2 BE]

9.2.2 MFBFHDEE

(SIMEE)

LEI VKL, MET LA JMER CEEOREL 4512
BIR LD BAIIT) 2 TNICIEISBICIKT L, ¥
av 7z, K, —HEOERBEREEZTBZINLED 5,
[11.1.2 =E]

(EHDTE)

ME. BIMOIEE (NEFBE V%) RUBHFOREY 1512
B L 220352 n L. EEICHRET S 2L, QA IE
BTHVEEMTRITBZNDND S, (7., 11.1.2 ]

9.3 FFikEEEEEE
Dap oG RIS 5 7% SEEICES 52 L FREREE
b 2BENDH L. Lo, HHEAHD A > TNy vz
TIVAPKTT A EMEESIN TS, [16.1.2 BHE]

9.4 &GEREZEE T %E

9.4.1 WHiRT BOREMDH DT

HIRL CWAZEMMREINT T v U 7 v ¥ VAR IE
FIXNET v o7 v v v T 2HREIE 2 M L. IR0 - #irk
WAOFE (FAR4E, WHiE - - BoRlA e, %) 258
D HNTBIDHE SN TW BV,
RE OGN RBHEOF S ER L TRAE G- O%
PR A EE MG L. AR OB A a2 EIR S &Rk
ENLLAEICOREGT LI L, o, TGP VELRLAICIE
KOFEFFHICHET 52 L, (9.5 2]

(1) AHFEGBIEENICIERE L TV W & 2T 5 2 &, AH
BHmy, R TWan & R EHMICHERT L2, &S
IR ASHIBA L 22358121, B IS 2 hikd a2 &

(2) WOFIHIZOWT, KEFEG-FIGRICEF ICHHAT L 2 L,
T, HHHLLBEIISUHHT L L,

IR CAF R M L oa, R - BRI Y

VAT Db L,



CIEARASEIY L 72 3 B L B B
FT5HI L,
IR NS A a 1, HY A
9.5 1%
UG SR AER L C WA TR D & 2 WHEIZIE RS L xwvwa &,
G AR L7235 8 13 BB &G 2 kT 5 2 L,
TR R K7 > VA 7 > ¥ v TR IHRI UL 7 >~
VAT T YRR R ILER & e S 7 BE TEAGRAME,
JaIE - FrElBoe e, FraloRinE, BAS, w0 v Al

FHERR AT Y R AR

AT L,

0oou
iE. BHEE OTRAN & T OB AE LS X 2 &R & 2 DUEE o
i, EFHEEOLTE. MOMRIERELR S 5 biiz & OED
Hbs[2.2, 9.4.1 ]

L ER

BALBWZ EDEE L Ty N OREE R OB ARFH]
ZERBIFR 3% S-4 5 &, 10mg/kg/ H LI E OB A I KE
SEDFEEIEIMDFRD 5NTWBEY, B, T FOFREY O
Ay DL VEEAMOAIAKR EZG LA, wind
300mg/kg/ H T HA VB KEHE O BEMATED HIL T 5,

7 INR

T ARE, BRSO AR (k) ARg e L
FRME R O V2 F0HE & L 72 BRI 220 L T2,
7.2 REMAA#E (GFR) 4% 30mL/min/1.73m? il /N R &5
Extg e LB R O et A TR IE e L BRI 50 L
TV,

7.3 HEHREROIIE S ) AMERFERCBSET AL, MR
FOBIME CIXEHIERE 2D 2 L%, FRIZ. BEEC
R RITTIREE (B2 K OBRIAF &G T 556
RIFHEH ) 7 LfEE FF S &L WHEMEA D B0 FEHF] L G
AHEREET A E,09.2.1, 10.2 ]

.8 SE
—RRICBEOREEIITE L vk ENTn5, EgEEIE
CHBENDED D,

10. HEFA
10.1 HAZER

BHALEWT L)

o %

FRIRAEIR - #1877

W - febrid -+

TYVAXFL YT I
PR3
FTULA
CHEPR R B8 | 3
LY. 7272 L Mo
FBEERFEZT-oTH
ZBMEoar o
—VHELLIARD
BEEREL)
[2.3 ]

FEFOIEIER A ik e
Wt 7 1) A IE
CMRIMLE ) A 7 3470
PEE SN T D,

LTV T Yy
v ARMEEH A R S
NB DD %o

10.2 tHAEE (HAICEFETSIL)

HAN 5

FRPRAEIR - 517

W - fabridr

71 7 A RFRE IR
2¥u /)57 v
M T AL v

7Ly

710 7 LAFREH

[9.7.3 ZHd]

Mg A 7 2 EA 15
THIEDND D

KEOT IV EAFT Y
S EEIERIZ L D A
DRFAPN SRR (i RuRs: L
THZEIZE D,

fERR T 45 e
EDDH D EH

FIPRFA
AR NN
M) ZOaNXFTY
I

[11.1.2 2]

FURH TR % T C
WD EEICRA 20
THG3 2956 FEEE
MRS 5B ND
»HHOT PSR
A% CEEICRGT
5Tk,

FIPRACHEEE L 2T
WL EHEICIZL D N

3% ARKIDZER) L%
T,

bR R T R TR R
FIPE G- % BG L 7o B

S 5

B AREIR - HE 85k

Wiy - falrE T

A¥XF L TN

B}

D)
I
7.

3 ZH]

R E R ) T A
IE K OMEIILE % #2 2
TBZIZNDE D D,
eGFR %% 60mL/min/
1.73m? A O B FE R
EDDHDHEE~NDOT )
2F Ly 7V E
DOPEHIZ DWW TR JE#
Rt v L
SNDYE &ML
HT Lk,

TV AT Y B

T RRREREE = ) T A

Lov-T oVt Ty
v RBEVER A3 Hg o &
NDWREED D %o

T 505 PR 1 IAE K O L % 2 =

[9.7.3 z=lE] TBENND A,

DISN ) ApEDSRE S| BIRMEICBIT S
nTwa, 7 5 O FI SR AE S

Nao

WROFEHNZ XY BEHE
BEENTVEEA
LHrevrrrvy
e W 3 IE A K O
B T
(2) v — TFRH) ] O
RV USSR Ul
FRFA)
[7.. 11.1.2 2]

T AS 42 0 Bl AR A B
Tl RPN 2
FIARA =TS L
VHELBALLDER
OB L 0> 56 B4 FEE A
Bl ORENE .
BRI T H 5 VI A
mzR§yBEnrdH
b

1) v=v-7r %75
vy R EMEH A
BENDWHMEND 5,
(2) FIFRFH CHHE & 2\
TWwWrEEIZIEL =
WEHEAPTCHE L TWw b
BN L RFN RN L
AR
FERRIN T REEE 70 IR 5
FERoOBE K M)y
2 AE O B R
B, NYHA O BEpes
HE &5 o P i T AE E
OFVEE LR RS,
BREED D B BT
BT O B

JEA T O A RN 48
Ji#Al (NSAIDs)
AV AT 5%

FEEAE HAYRES T 5 2
DB

JEAT O A RN 48
i Al i B ER VR %
BT HTURAY T
TrOEKERET S
Z e S BRI
S LR D S
EEZLENTW5,

Bhhobh s BH T,
& B ICE R R

JEAT O A NPHEJH%E
WRloOTa Ay 75 v

BENDD Do VA EEERIC X
D VEIMEEMET 3 5

O EEZLNT WS,

1. ElfER
KROBEWERDRH 5B 2 D bDT, BHEE 51TV,
BHEPRO SN a3 T 2 Pk 5 7% EE ) 2 LiE & 1T
Tk,

1.1 EXFEIER

11.1.1 MEFE A
B, Vg, &, W - WREESOMRZ ER &3 2 MEFE»H
EbdIeDdhb,

N.1.2 Yavy BEAY). K. BEEK BN, 7272
LB OAR LD & 0. 1~5%)

Wk MR, ERHASD D 5 b NHE I B IS4
MiEx479) 2 &.[9.1.3, 9.1.4, 9.1.5, 9.1.6, 9.1.7,

9.1.8, 9.2.1, 9.2.2, 10.2 M)
11.1.3 2EBEE HEAH, 7272 LEEOAL0%E130.1~
5%Aii)
11.1.4 SHAVUILMEE GHEAH)
11.1.5 FFgREREE. &8 (CHEAH)

AST. ALT. y-GTP ®_EHEDFHEREREENDH S5 bN D Z b
Db



kek

kek

11.1.6 SEFBRERAE CHEEAW)

11.1.7 tERUBARERREE (BRI
AR BB, CK BA. M RURP 3470 s k5%
TR & T B RERUTRUERED 8 H DN D Z ENHHDT, ZD &
I EMGEIIZE S ISR 2Pk L, EEALERIT) 2 &

11.1.8 EIEMRR (HEAN)
FEEL, WK, DPURINEE, il X MR HD R E AT 22 %
LML I eNHHDT, TDLH) %Y ?X%L%EPJLL\
B R BV E 2R O3 G55 O] 7 L ’i’ T

11.1.9 {KM#E CHEEAD)
Wik, 22k, Wi, FoER, SPRT, K8, Bk
EENDH HDNIGEI3E G 2 IR T B 2 & BERITHRE
DEBETHH DN T,

11.2 ZOfttDEIER

(SIMEAE)

~ 5% 0. 1% AW

WBIEE 95, 5. HER
[N E N v
WUE

[liE e D F v &SI, OB
S LB LS A | HMMB)
BIE, 1ZTYH

TR YA BHEE, AN | DU L OV
R, R, &L
[OF ¥R

HAbe Bl R, &Rk
AR, H AR
& DEFER. T
WL IS
JiF-fisk AST. ALT. Al-
P.LDH. y-GTP
D L5

iliki¢d o, A I ER R
AL HIERYE S |
[Sgira e EANNIIIUN
AR A

BUN,Z L7 F=
‘/O)J;'?'r EHR
Z Dt BRI, BE K by oy Al B, BIEE
‘;'ﬁml IR, I TS
JE, B, s ) | W9

PN N =R
27 ua—)b k5.
i CK k&
CRP b5t IR
[/ AN 1R e

&

I

i
=
=

MEAV A %)

(BHEDAE)
B OAEF TIESMEFIZHEREZLE A, H6DE, R
JE BRERRRE R UCALSS S 5bhed (M, Bk
CREMOIERE (NEZUE V4E) ICHETLI L, b, @\l
FEIED & ORWERIC S EEPLETH S,

5%LLE 0.1~5%Aii B

(i e 3B S A R @D F v FRAR, B

. HAbos | HSNIUE, 12

Ty

GERUE e . RS AR
e, S, LU
g

HLas Bl LEHERE .
FERL, HiEhs. K
NS RN
ML B, H

AP

%ksk

5% L 0. 1~5%iif BEEAW]
JFF y -GTP k7 ALT . AST .
LDH . Al-P @&
LA
iikicd =gl H IR A Bk

W%, FmERE
% M/

i BUN., 7 L' 7 F = |&H /R
Yo LH
Z DAt M7 ) o kBRI, B, B

A IR R bR RIE, SR
H. I CK L&A |#. I L A7n
=WV A & b
V7 AAE . T
LAV

14. BRALEDFER
14.1 FFIRHFOER

PTP W DIEHIE PTP ¥ — b2 SHO L TIRMT 5 L9 ¥
Y58, PTP ¥ — FORKIZ LD | TS AT Al R
AL, HIZIEEILe B2 L CHERA &S 0EE 2 GIHES
B35 2 L0 5o

16. ZEMEE
16.1 MFRRE
16.1.1 R{E®RS

AREEME R ML AE o 8 91 (38~68 %) 2. 1 H 11l 4mg % §A % IZH)
A5 L. & 5121 HIRSERZEH 7 B RAESS- L7z, b i
WIREEREH O 71 > TV & 2 ROIEEEAHY M-T A% s s
HLORBERTIFZEA K SN2, 1HE (WREERS-%) RO9 H
H (7 HEBAE#RSG%) O5 2 T8 » OIHHEEE 385 4~6 B %
WCE =2 \ZE L7 A RT3 59,

NN NN

N N

! A N
HN HN

) g

e g e
HO HO
N N
)—0~~CHs \r>:0
N 2

H

ATHNE Y M-I
AUCo~30n
U Cmax tmax t12a tizf
WsEY) | $5-H (ng -
(ng/mL) (h) h/mL) (h) (h)

#7491 HH[55.1+£19.9(5.0+1.1|428+91Y |2.2+1.4| 9.5%5.1
VE Y 19HH|55.7+14.1|4.5+1.3)509%151 [2.0+0.7| 11.2+7.2

1HH| 8.3+2.7 |8.0£1.9/136+48” | —— |8.9+2.6%
9HH|10.9+3.4 |6.8+1.5| 19764 | —— |[13.7%6.1%

M-I

(‘F¥#fE+S.D.n=8)
a) AY8—=hA Y NEFVIZEDHEE L 720
b) n=7

612 MHFAYFHILY VEEREIEZ AL i Population

Pharmacokinetics (PPK) f##7

TRERE BT T HE A 168 5, AR AE M v ML A e O s i AR R /4 v L FE i S
HEA 30 ), B R RS WIMEAE S 18 B, ITREE %1k mmlrtr“ﬁﬁ
Z 8B, Bt 224 B S5 5 N7z 2,886 KR DI 7 > TV & R
SEAE VT . . AE. FFHREIERE (AST. ALT). BEHREsR
B (g2 L7 =2, BUN). I 7 )V 7 3 B R 0SS IE O A it &
NYTHNE D) T T A, GAEE RN, T RL T8
T4 L OBEME A MG LA R IFREE SRS (AST fii>40 3t ALT i
>35) B A2 )T I VAN TTHIERHEEINTNEY,
[9.3 2]

16.1.3 EWM2HIEF SR
(AUFYIVE VE Amg [FFPD)

7] VIV bt dmg [FFP) & 70 7L A4 &, 70 A4+ —/N—k

ZkhERENLE (B TFHLVE Y Y LdFEFIE LT d4mg) EEE
Dz/\%% A B L ERR I G L C, AR R LR e e L.
5Nz EYENHE/ ST A — % (AUC, Cmax) (22T 90%EHEX M2
THREMEMN 21T o 72468, log (0.80) ~log (1.25) D#EPHNTH Y .
T ) O A Wy 22 TR S AR RE S 728



HIEINT A — % BHEINTG A—F

AUCo-30 Cmax Tmax ti2
(ng - hr/mL)| (ng/mL) (hr) (hr)

BT THNE
$t 4mg [FFP |
7u 7L AgE4 |534.3+108.7(51.13+13.274.50+1.02|7.44+1.27

520.4+101.7|53.67+12.824.46+0.93 |7.41+1.26

(Mean*S.D.,n = 24)
100
90 - —O— HLTFHIa iEdng [FFP)
80 | —O0— 7Aa7L X§E4
70 + Mean=®S.D., n=24
60 -
50 -
40 +
30 +
20 |
10
O L L L L L
0 5 10 15 20 25 30
R (hr)
A EE IR N AUC, Cmax 250 /35 2 — 1%, BB % IR, Kk
ORI - BSOS L > TR 2RSS 5.
(ArFYI 5 V8 8mg [FFPI)
H Y FHVE 4E8mg [FFP] 707 L A5E8 %, 7 O AF —/N—{k
WXy ERZENLEE (BTN LTI E LT 8mg)
BTSRRI 5 L CL AT R bR E e L, 7
5NI-HEYEHE/ ST A — % (AUC. Cmax) (22T 90%EHEX I
THFHENT 24T > 72463 log (0.80) ~log (1.25) OEEHNTH D |
T3 O A W 51 R S AR S 7200
HEIST A —F BHEINT A—F

AUCo-30 Cmax Tmax ti2
(ng - hr/mL)| (ng/mL) (hr) (hr)

Mm#EhH > FHIL g EE (ng/ml)

TNV E v
$t 8mg [FFP]
TU7 L AFES [906.9+302.9| 88.1+28.7 |4.56+1.25|8.21+2.34

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

804.0%250.8| 76.5*27.3 [4.59%+0.98|9.51+4.11

Z160 | —O— A FHILs5E8ng [FFP)
—O0— 7a7L X§E8
Mean=*S.D., n=54

O L L L L L
0 5 10 15 20 25 30
BERS (hr)

A A G ONI2 AUC, Cmax Z500/85 4 — 713, BiBRE 0 #IR, K

ORI - FEHEF ORI L > TRLZ LTRSS 5.0
(hVFYIVF U 12mg [FFPD)

BTV E e 12mg [FFP] & 70 7L AE 12 %, 7 0 AF —/N—

Bk EngEn st (o FHLy s YLFEFLE LT 12mg) f#

B ATS T A AR P 5 LTy s R LRI R 2 052 L.

O N EIFE/ ST A —% (AUC. Cmax) (22T 90% 15 FH[X M3

VW2 CHERHIRAT % 4T o 7245 5. log (0.80) ~log (1.25) D&HFANTH D .

TS O A W 21 [ S M ATHERR S 17290

HE 8T A =4 BHINT A5

AUCo-30 Cmax Tmax t12
(ng - hr/mL)| (ng/mL) (hr) (hr)

TNV E Y
$t 12mg [FFPJ

T ASE12 |1226.8+294.4| 114.5+37.2 |5.08%1.06 | 8.36%2.95
(Mean=S.D.,n = 24)

1188.0+292.9| 114.9+37.7 | 4.58+1.21 | 8.68+3.16

S —O— /L FHI g fE12ng [FFP)
£200 + —O0— JOa7L RX§E12

I Mean=*S.D., n=24

ET

O L L L L
0 5 10 15 20 25 30

BERE (hr)
M IE N2 AUC, Cmax S500/3F5 2 — 713, BBRE 0FIR, Kk
OFRIUAIEL - WS ORI L > TR 2RSS 50
16.3 91
[(MCl TV Iy v FolfiliF. 4% MILET IV T I 2 ERICE
L7 EEREERIL, £ HI29%LLETH DD (in vitro) o
16.4 {38
BYTFHVY Y LFEFNVEINVEFINVIATF S —VIZ L) iFESE
R 7~ TN E B S, E 5122 CYP2CY 12 & V) JEiG M
RHY M-I S B 25, RS MEERE A Y Ty v v
Ly bF L aikE Lz L 20 M- O & R PR~ 7
TV DI AR OR PRI MK < . CYP2CY O frRy £l
W& BH o THNY DM RENOFZE IV R WEEZEZ 5N5Y,
¥/ Y FH VS 2IE CYPIALL, 1A2, 2A6. 2B6. 2C8. 2C9-Arg.
2C19. 2D6. 2E1. 3A4 OACHHEME % HE L 22\ (in vitro) o
16.5 HEt
AREEVE R AE B (38~68 %) 8 B, mlARENE S e e s (65~
70 75%) 661, BEEEE %D BIERERE 18 B, FFEEE % ) Sl 5E
BESHNC T H 1A dmg #BARBICHAES L, & 512 1 HRIERHE
H 7 HEBAERES L 728, Wi d SRR bR i e B S g i
RO H > 7TV s o R OIEEERH#D M-T 280k s, &5
24 W F CORP A ¥ TN E VO M- 1O RS 3 AR & i
JEAERE T 11~12%. il AR mE e E R E Tk 10~12% . IFREE
) BIMEERE TH 10~11%TH Y, 1T & A LEIBO R, B
AP I B E O R PRSI, miE 2 L7 F =~ 3.0mg/dL BL
FOBEFETIHEIHELLI%, 9HH1.8% T, M7 L7F =
1.5mg/dL Kl OB HEREIEHH TIZ 1 HE 6.8%. 9 HH 9.3%Tdh -
72o
Vo AR SR O M JRAPHEIEEED 6 AT AR & I
. AR IR . PR 2 0k S I R T OV e %
D EIMEERE & L ICEBILRBOON L VEE R 5BV,
16.6 HEDERZEIDEE
16.6.1 BEZESE
B (MiE2 L7 F=> 10.6~3.6mg/dL) % 1E5 SInFEaEHE 18
Bz 1 H 1 4mg ZERICHEHS L, 5121 HR#ERED 7 H
WSS L 7B, M XA ES T EEHE OB E L IZE AL
FFFRD H NI,
16.6.2 FTEZEEE
JFBEsE (ICGris : 15.0~28.0%) % fF5) @Il EAEEE 8B 1 H 1 A
dmg FEHRICWERS L, 5121 HIREEEH 7 H B EHS L2
WA, Mg E I AREEEIEEEEORAE L T LA LCETRDO LN
b,
16.6.3 =&
AR S MU E S (65~70 %) 6 B2 1 H 1M 4mg ##AR%Z IS
WIEFG- L, S 5121 BREREH 7 BB RERS L2, g
AR S MEERE ORE LT A EETROSNR N,
16.7 EYMEEIER
AFNY TX Y AP OB OCAREES (54~T45%) 562 h » 74
Wy yLELF gLl H L dmg 2R ICHERG L, E56121
FARSEREH 7 B EHS LZERZB VT, Iy T% 2 Vi
By THNEY 2L F T OVEEIE G LRI RR S ST
Vo F72, B TH VY L O MR I AR S R R T
VY L IR LT OVEEREMEG LA L IZEALETROLN
7p\a1213)
16.8 ZOfth
BV FHVE V§E 2mg [FFPL &, 71 > 7V ¥ »§E 4mg [FFP] %4
HERFIL Lo b & BEHZBEIAE L (O EWFEICFRSE L Ak S,

17. ERPREZE

17.1 BN UR2EICET R

(RIMELE>

17.1.1 ERERREER
IR HE B IEEO A EH 2RI, 1 H 11 2~12mg & —
ERRIRBUBRTId 8~24 M, “HEMILEHETIX 12:8H. RIS



BT 24~52 M, BEE Z M) IR & OB ST AR 351
LHBRTIE 2~8 B, FECHRS L2 FREBRIC BT, BEERIR DT
fifi S MF2ESMERED & A THARFRIZKED L B T 51020,

B ([T *o=%)

BIMHEAED & A 7
e [HUEARRE] %ot | THEARRE] 2B<

AREMER MESE (5 - TP EEE) | 72.6% (606/835) 78.1% (606/776)

T ML 77.5% (31/40) | 83.8% (31/37)
BRCEE D BUIULAE | 63.4% (26/41) | 72.2% (26/36)
| BRI 66.7% (22/33) | 173.3% (22/30)

& &l 72.4% (663/916) | 78.1% (663/849)

SPGEMME (-20mmHg DL b)) K OERMIME (-10mmHg PAE) % i
723 %a. FME (-13mmHg MLE) #7296, HAH0iE, TRAE
MTdho>Th, 150/90mmHg Kiili (72721, BEEE LD SMEEDO A
BesiE cld,. 140/85mmHg Aii) 1 ZREE L723ia

B, KEMEMTEEZE E R E L EEREERBOER, » v
FHINY v LI FVEEOEFEASHO SN TW 5,

(BHEDTFE)

17.1.2 NS MEER
BHOAREOBEZEZNRIZ, AV TFHVE s Y LFEFUEELH LM
dmg % 2~4 BMFG- L. Z0#% 1 H 10 8mg % 24 ARG L7 &
ERILER (77 2 RR) OfHR, 7o I F T vy IE
HTHBEEINTVDED, HLVIIIIREI N2 DB LEH I LT v
T T vy VERBRAERANCEA T TV v LR TV
N7 I REHEG LG EO IASEIROHE S 2R EAL] *05H
Ah TV y L FOVERGE4.6% (3/656]) THY., TT
R 30.3% (23/76 1) IZHANFEICHBIS A, Ay THLE L L
FLFIEOFHENEOLN TS, B, Lidikcid, V¥4
2895 (52%) . FIRA] (83%) 2P S Twb,
MOOAEIEIROEAIZ X ) ABE - I ST 254, HoHVIE. A%
wEHD GROA. FIRAL, REIRAAL, 70 I 7 0o v EREBERIE
F DAL O M TERRAD) OB - BELE 21TV, 8 2 BEE DD [k
DYLIE % ke DA 70 & TR EDEAL & HIWT L7234
AYTHNVY 2 L F e FIVEEHRGHICBWT58.9%, 77 A x5
FEIZB VT BL.0% IR O 2% 2 S LRITERA A b, F72.
IAREDOFEAUAED RV LIE RO A RS P v FHVY » L F
L FOVEREEIC 4 61 COEMB), Eakdede, —AMEEREE, ).
TSR 2B (FSkZEEi~ O PTCA Hifr. WWAEZE), B2 EIEH
BAYTFHINE Y VLR FOVERT 26 (AMEREE, B, 7
FLREET LB (2RSS Ao SOIBA YTy v v
L& b FOVEERECA D N DEME) . B ZE0BmiE & L BT RS
nzr2,

18. ENEIE
18.1 {EFRtER
A THNE YL X FIVORITEAER I AR CIIGEFE I BT
TR HIR I S USIERB ) >~ vy > L) TS g
WMOTrIF TN AT L (AT) ZERCBWTCT ¥ I T
UM EHEHIL. E 05 % M NHEER 2335 2 ik o CTAET
HARMMBEEIOKTIZE 20 S5 AT ZEEZ N LERBTOT
VR AT T 2R 2 I D BRI S LT D &
F 2 5N 5293 (jn vitro. in vivo (57 F))o
18.2 LZU-FUIAT VI IRICRIFITHE
FRILEAE B 74 1 REEVERS MUEAE 56 B, BEE % 14 ) SIEESE
186) Z/GI, B FHLY Y Y LxLFNEEL H 1A 1~12mg ®
FAEPE G B OAE R, ML = Vi, AT v o7 v v v TIRER
CMEET > V47 0 vV TRED EAA RSN TNEY91015.160
18.3 (DIfTENRE. BHEEER UMMM ECRIF T HE
AREVERMERERE 10 A2 RRIZ, Ao THVy vy Y LFEF)vdel
H 110 2~8mg O SIS O/ 5. PURIIINE . JERIIE T, 72
SO ER. AN RIOR A A S iz id, O, fEsiEiR
HS I8 D B REME LS I AT A S e o ARREVE R T AE B 11 61
WH TV y YL FEFOVEEL H 1A 2~8mg O RGO
FEFERFIC O B HNPL. B, SRERARIEE MBI T A S LS,
MEREZ A4 5 REESMEESS L, 77 vy sy Y LF
L FI)VEEL H 1[0 2~8mg O FAEHE G- O H. BRI BRI 125
gigti]% E, h&\/;iis)%ﬁ)o
18.4 BHOALEEDODMITEIREEICRIF T HE
BYEOAEDREEZ SR, Ay FHVy Yy YLEREFLEEL1H LA
dmg % 2~4 BMFG- L. 201 H 10 8mg % 24 MG L7 &
ERILERE (77 1 RR) OHR, 7oV F T v s IE
HTHBEEINTVDED, HLVIIIRREI N2 DB LEH I LT v
TAT vy VERBRAERACEA T THVY v LR T OV
XIET 7 ReHE LG E h Ty v L d e F VEERGHET
H TN Y oYL F e FOVEERG- AN I LR O A R 2 B, A

*

FBIHRIER DO FERIEIDBALN T D, F20 BT
FNE VL FeFOVERGET T T ARG LRI oA
BB, ARIUE R E L LIRS OEE R BAAA S LTW»
Z>36)o

19. B ICRET BIBEENR
— LTS VY Y YL E TV (JAN)
Candesartan Cilexetil

1t%#% . (1RS) -1- (Cyclohexyloxycarbonyloxy) ethyl 2-
ethoxy-1- {[2- (1H-tetrazol-5-yl) biphenyl-4-yl1]
methyll -1/-benzimidazole-7-carboxylate

4313\ CasH34N6Os

- 610.66

MR AR TR OB R TH S,
FEfE (100) 1I2RRBEITRT L A = VTR REITIZL,
IE 7= (99.5) IS, KIZIBEAEEIT BV, 2
57— VIEE (1-100) 3FEetEz R & v,
SR RBO 5N b,

L ER O H CHO /O
o/(o)ko

N Ny
Nl< |
o =N RUBGBRMER
CHjg
2. ax

(hYFYILy Ui 2mg [FFPD
(PTP) 100§ (10 $E < 10)
(AVFYIL5 Vi Amg [FFPD)
(PTP) 100 2 (10 & x10)
(hoFYILy e 8mg [FFPD)
(PTP) 100 2 (10 & x10)
(hoFYILy e 12mg [FFPD
(PTP) 100§ (10 $ < 10)

23. FENmk

PR B Al © I EEHAEES: . 2017 5 47 © 1353-1355

PR VR B AR AR SHERE . 2021 5 29 ¢ 49-54

KB VERARAD © SEHE &R . 1996 5 24 @ S875-S888

SR b BRREESE. 1996 5 12 © 2413-2428

5T \SUE HARSE SR )7 il aiss IS 5 2021 @ C-1455-1461
AR 7 7 — < MRSt SR YR [ S R

ST A - SEPL X A9, 1996 ;24 (Suppl 6) @ S915-S943

R (=3 7EA$E LD,/ 2= 7E4A$E HD 1 201044 H 16 H
AR, HREERMRZEE2.7.2.3)

O~ O Ul AW
T o=

9) HH W BUREZE. 1996 5 12 © 2429-2441
10) FEES M © BRARIEESE . 1996 ;12 : 3333-3352
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A - EERILEEE (707 L 2488 120054810 H 11 H 184
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36) AR (a7 L ASE 2005 4F 10 H 11 H 18P OA A — 20K,

HESEORHEEE b 2. (D) 3)

*24. NEFARSERUEVEDES
HAIRAE T 7 — v HASHE BEHMGRE
T 155-8655 AUATHB A X (LR 4-43-11
TEL  050-3383-3846

26. BLERRGERES

26.1 EGERRSET

L) -
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