20234F-

BF

11 AEET (1)

i IR

AR : 34

HRE7 Y IF Ty I SEHERA
BEERS HUVFYILSY YLFEFIVEE

NITFYII 2 EE2mg [FFP)

DK4-0
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
WA EE P & B B S 22600AMX01144000 | 22600AMX01145000 | 22600 AMX01146000 | 22600AMX01147000
(FE - EMSOMSEIZ LYV EHT A2 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 HE 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

(HhrFHYIVy Ve 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 IHIEA YT Vs v LFdFeFELT4
~8mg =R AHKG- L. LEIZSL 12mg ¥ C#H&ET 5, 7272
L. BEEZME 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 o
L¥tF)L e L7T0.05~0.3mg/kg &1 53 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 2RO G- 2 L. LEIZL L 8mg F THET 5,

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

7. BENUREICRET %R
(RMELE
NRIZEG T B2, MAOHEZBR 2V L
(BHEOAR)
e 5-FIARE O PUAFI ML A% 120mmHg i 0 88, Bl %
) EFE, FIRA AL TO L BE, OAZDEGELD &V
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

(EEDTE)

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

9. HEDERZRIDBEICHIDER

9.1 BHE - BIEBESFDH2EFE

9.1.1 mAEEIRREDS D BENFHE
e
EHRERG RS aeks, EHIRETL 2
&o HIMGEEDRDRAIAESBEDOETIZ L ) Sl 12 FikRE
TR ELBLENDD 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)
AR LD BIE L, BT A5G ME, BERE K U IR
EHAICBIBE L2 SHRAIT) 2. TRCMED SR
TL. vav o, B, —#EEoEEE LR B RO &
CYBENDDH 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

~EEIRIRED D D

(RMEE)
A, SRIG L, BT A5G ME, BERE K UTEE O IR

ETIBIE L 004147 Tk, ENICMES BRI
TL. Yavrz, Fhh, — B0 SN LR EHAEDET 242
CITBENDD D, [11.1.2 BIE]

(BEDTE)

ME. B, BOE (NEZ70E V&) ROBHEOIRE
HICBIE LN LRSS ARG L, EEICHETLI L, 2
W M T VBRI T H 2 WE B EZ R I I BEZNDNDH 4,
[7.. 11.1.2 ]

9.1.5 DFEDEZH

(EIMEE)

LEIVEBL., HETLGAIIME. B L O EE OIKE
ETIBIE L 004147 T k. ENUICMES BRI
TL. Yavrz, Fhh, — B0 E#BNERCEHRAEDEKT 242
CITBENDD D, [11.1.2 BIE]

9.1.6 XBIRFAIFEZEEN SEAEMIEABDIED S 2 EE

(EHDTE)

BWEOMER T RT L, ERPIEBILTE2BZM0DH 5,
[11.1.2 ZHE]

9.1.7 BIMEDEE

(EHDTE)

ME. BigE. iMoo (NEZ7ner5) RUEZOIRE
TAICBRE LN LEGERRGL. EEINETAI L, 2
R MEET VEERETH 2 0 EMZRITBENDTDH 5,
[7.. 11.1.2 =HE]

9.1.8 NYHA MBS I ED L BNEEEDSVVEEHOAE
B2E

(EHDTE)

ME. BigE. B0 (NEZ7n v RUEZOIRE
IR LN LEGERRG L. EEINETAI L, 2
R MEET VEERETH 2 0 EMZRITBENDTDH 5,
[7.. 11.1.2 HE]

9.1.9 ERBEEDEIEEDS 5 EE

9.2 BikEEESEE

9.2.1 BEEDHDIEE

(SIMEE)
LEIVRBL., WET LA IZME. B L O ERE ORE
ETAICBIE LN OEAI1AT) T Lo FAUCIMEA SRR
TL. Yavz, K, —BEOERHERRLEREOKT i
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 (NEF/BE V%) RUEBEHFOREY 1512
B L 220392 MG L., EEICHRET S 2L, QAT
BETHVFEMERITBZNDD 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 BH]

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 TH BV,
RE OGN H . RBHEOF S ER L TRAE G- OY
PR A EE MG L. R EOR AR EIR S &R
ENLLAEICOAREGT LI L, Tz, TGP UELRLAICIE
KOFEFFHICHET 52 L, (9.5 ZH]

(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) KOFIHIZOWT, KA G- FIGRICEF ICHHAT L 2 L,
T, BGHLLEIISUHHT L L,

IR CAF R M L oa, R - BRI Y

VAT Db L,



HEIRASHIBA L 72 3B b L B AR

T5H5I L,

TR A FHE S A A . FH R AR
9.5 1%
TEIR SATHEAR L T A TR D & 2 o3 %5 L v &,
B GRS L 22381 E b Ik G 2 ik s 2k,
IR OKIIC 7 v U F 7 v v v T2aRREHH LT 7 >
AT vy VEMBERER 7S S N EE TEAKEAE,
JEIE - FrAR o, FARoRME, BARE., BAY 7 Al
iE. BHEE OTRAN & T OB AE LS X 2 &R & 2 DUEE o
i, EFHEEOLTE. MOMRIERELR S 5 biiz & OED
H5.[2.2, 9.4.1 B]
L ER
BALBWZ EDEE L Ty N OREE R OB ARFH]
RS 5 &L 10 mg/kg/ H VLB 0BT H AR K EHE
DOFSEBEIMH RO SNTWBEY, B, T v FOEIREKH DA,
&5 VIIEAM O BNCKF P 5- Lz HA . v itd 300 mg/
kg/ H THA I KEREDHEIIDSFED SN T b,
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
WA FATIIRE G, BiK) OBBICRHAZHT T L5
RIEH ) 7 2% EH S5 RN D B O 3EF & F
AHEEET A E,09.2.1, 10.2 ]
.8 SE
—RRICBEOREEIITE L vk ENTn5, EgEEIE
CHBENDED D,

FHERR AT Y R AR

AT L,

10. #HEEHA
10.1 HAZER (HALBWLI L)

SEH 4 5% [ T YN T S WA RES B - falii T
TUAFL YT <) BGOSR B RE L= -T o VT oY
Tt BEsE T ) o A E 2 | > SR B A3 B o &S

FYLA CMRIME 0 ) A 7 840 | 5 W RS % o

CHEPRI (A 5
DYt 7272 L o
FEIEBH ZIT> T
ZBMEOI Y PO
—VHHFELIARD
BHEEEL)

(2.3 ]

PEE SN T D,

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 ]

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 H 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 =
WEHEASTCHE L TWw b
BN L RFN LR L
SRS
FERRIN T REEE 70 IR
[ERERlS e 1 Bl N4
2\ A OO B R O
B, NYHA UEERe s
FE T 55 o P i T AE E
OFEVEE LR RS,
BREED D B BT
BT O B

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

FEEAE ARG T 5 2
DB

JEAT O A RN 4
i Al i B ER VR %
BT bHTURY 5
TrOEKERET
Z e S BEHEVE
S LR D S
EEZLENTW5D,

BhEobd s BH T,
& BB R

JEAT O A NHEJH%E
RO Ta Ay 7T s

2BENDD Do T ra B EEERIC X
D VEIMEEMET $ 5

O EEZLNT WS,

1. ElfER
KROBEWERDRH 5B 2 D bDT, BgEE 51217V,
BHENPRO SN a3 T 2 Pk 5 7% EE ) 2 LiE & 1T
RN

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 (CHEEARH)

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



11.1.6 SEBRIERAE CHEEAI)

11.1.7 tERUBARERREE (BRI
AR, BB, CK BA. M RURP 3470y k5%
T 3 RO RIED S 5oL T ENH LD T, TD X
) SICIFE SIS 2k L, EY2LE 2

11.1.8 EIEMRR (HEAN)

S >

fiyce

5%L) I ~B5% A1
Mk BUN., 7 L7 F =0 |&HR
ot
Z Ot M ) 7 o RS (R, B B, 7

PRI b, i CK b |, RS, R L A
TUO— )V EH K MY

7 A LS AR 5 > 7%

FEEL, XM, PORAIEE, IWES X AR L Hﬁ [P 95 h3 4 N
LbihaZ t#%é@f\_®i5f &%%mmu\
RIE R E AN E B ORGE ) 7 L& ’i’ T 14. BRELEOFE
11.1.9 1&11!1#75 (BEPEAER) 14.1 BRIRMAFOER
Wiy, 22k, {ﬂ; TOEA . HEPERT, wEk, HaE PTP W DOIHNL PTP ¥ — F 22 5H 0 L CHRIT % & 9 18
FLEDD LN E IR G 2 HIkT 5 2 & HERWEIGET EL A R N PTP T— FORAIRIZ LY L B AR A A
@,%%T%%bh’??u\o ~NFIA L, BHICIEEEILE B2 LT REOERE 2 S0HE L
1.2 Z0fttDEHEA Prsg5 5 &8 ?)Zao
(RMEEAE) 16. EEIE
~5% Al 0. 1% BHEEANHH 16.1 M2
R 595, WE. I 16.1.1 REERS
N Y NG ARBEVERS U A % 8 1 (38~68 ) 12, 1 H 116l 4mg % WIALHIZH)
T EHE5- L. 512 1 ARERER 7 B M REHES L720, wid e
EBR BE VL SO M. O IS O > 7 0 5 > B OHE R M1 Al S 12
T B, RZALRIEE A LRI S AV, 1 HE (WEES%) RO9H
IE. 1ITY B (7 HRRBHR G- 0% ¥ 7Ly ¥ QM REIE S 4~6 2
ICE—= 7L 7o, AT 359,
WS |SU. SRR | WO L O SRR AR T
M BRAL, HOL O %
DUk ) )
HiLs ol WRME, FOGK|PRIESRA S T s QO
THR. B AR E& EEE
B P, Fonrans 0
L TINZE HFHNFY M-
Ji- Wik AST., ALT. Al- C . AUCo~30n ¢ t12 B
P.LDH, y -GTP 7Rt T sVl il B G e o
o5 (ng/mL) (h) h/mL) (h) (h)
i Y NCLES 5|1 HH|55.1219.9(5.0+1.1]428+91Y [2.2+1.4] 9.5+5.1
L. Ak S V5~ 19 HH|56.7+14.1]4.5+1.3/509%151 [2.0+0.7| 11.2%7.2
KRR i 1HH| 8.3£2.7 [8.0=1.9[136+48" | — [8.9=2.6v
Wi M R 10.9+3.4 [6.8%1.5 197264 | — [13.7%6.19
Pl BUN.” L7 F= e — L
s e (V49 =S.D.n=8)
YO E5L EAIR a) I28—PFAYFEFVICEDIHEEL 72,
Z 0t BEIE, B, [ b o | b) n=7
SR, BRI B, B 16.1.2 MAADYFHILS >~ BERNEMEZ ML Population
i j; H]l{"!;f] ) | I Pharmacokinetics (PPK) &t
et et BEHEHL N3 TIE 168 1, ACREVERS MUFE i O W A R 5 LA 1
XT”_’”L 7 B 30 B BB L) EILEAEIE 18 B1. BFRESE % P f A
oo cr o B 8. At 224 Bl 618 & L7 2886 B O A ¥ 7L 8 o el
S *m‘l,jj\;‘ SERAR T, M, ke, (R, ITRAEISEE (AST. ALT). Biefels
R R B (W2 L7 F= BUN), 7 L7 3 AR ORI o4 i -
SRV AL % HYTHNE 2 D7) T T YA, GHER ARINA 4 TR, T
(BEDTL) T4 & OBFEIEE AT L oAE A, IFEESE (AST H>40 303 ALT fl

’]i‘]‘é’E UCAEFITIEEMEFIZIRZE L 5h, 55D, Il

BRI K OB MDD H b d (L ME, Bikie

\

DEIMOIEE (NEZOE V) IClETLIE, B, &Il
JEFEDS G OEWERIZ S EEILETH 5,
5%\t ~5% i
TR L NI
TEBRAT 5 S A RIME, 5|0 F v, IR, BiE, B
50X SHE. 1E2TY
TR BEA. ARAL. ANIR, SBHE
THALZR U DERRE . ER
B, g, R
MR, EORR, H
A
JHF Mk y -GTP L& ALT . AST. LDH.
Al-P @ 5
i A I I IMER A, i e Bk
%, FERIE % | /MK
A

>35) WCBUFDLZ VT TV AN BRET LI EDHEEINTVDY
[9.3 ]

16.1.3 E£YFHEIEMER

(BhVFHILy Vi 4mg [FFPD)
H Y FHNEY Vit dmg [FFP] L 70 7L 2584 %, 7 0 A4+ —/N—{k
I ERZENRLEE (I TNy Y LFeF e LT 4mg) fBEE
BT A AR B AR 1% 5 L e R LRI 2 s L, 15
HNTHWBENEENT A — % (AUC. Cmax) (22T 90% S HEX R
THRHREHANT 21T - 72568 log (0.80) ~log (1.25) OHIPHNTH Y .

T35 O A W 1 ) SR ASHERR S 7260,

HE ST A= % BENTA— 5
AUCo-30 Cmax Tmax t12
(ng - hr/mL)| (ng/mL) (hr) (hr)
TG v
% Amg [FFP 520.4+101.7|53.67+12.8214.46+0.93|7.41+1.26
Tu 7L AfE4 [534.3€108.7(51.13£13.274.50+1.02|7.44*1.27

(Mean*S.D., n = 24)



100
90
80 -
70
60
50
40
30 r
20
10 f
O L L L L L
10 15 20 25
B (hr)

A EEE O AUC, Cmax E0/85 A — 413, #5000 IR, il
ORI - WM ORI L > TRE 2 WREES D 5.
(hVFYILy VEE 8mg [FFPD)

B FHNVY V5 8mg [FFP| & 70 7L A§E8 &, 7 0 A% —/N—{k
Wk FEnRERLEE (B FHNME s Y LF LTI E LT 8mg) T
BN TS AR B R S L A R LR 2 L, 15
SN BRE/ XS A — % (AUC. Cmax) (22T 90%EHEX 12
THEFHIRAT 21T o 7245 H-. log (0.80) ~log (1.25) O#HPHANTH Y .
T O A W 22 R S AR RE S 17200

—— HLTFHILBRiE4ng [FFP]
—O— J7O7L XiE4
Mean=+S.D., n=24

migdh# > FHILE S EE (ng/mL)

30

HEINT A =5 BHEINT A—F
AUCo-30 Cmax Tmax ti2
(ng - hr/mL)| (ng/mL) (hr) (hr)
BTG
% Smg [FFP) 804.0+250.8| 76.5+27.3 [4.59+0.98|9.51+4.11
TU7 L AFES [906.9+302.9| 88.1+28.7 |4.56+1.25|8.21+2.34

(Mean*=S.D., n = 54)
180 r
31160 L —O— A FHILZ§E8ng [FFP]
2 —O0— 7Ja7L X8E8
Mean=*S.D., n=54

Mg H > FHILz i

0 Il Il Il Il Il
10 15 20 25

B (hr)

IMAE P EE IS N2 AUC, Cmax 250/35 X — 713, BB % IR, Rik
OFRLNEL - BRSO B SMIC L - TR LMD H 5 .
(BArFHILy Ve 12mg [FFP])

7Y THVY U8 12mg [FFP] & 707 L 2§12 %, 7 O AL —/3—
Bk EnEN 18 (B Ty Y LFEFILE LT 12mg) f#
JE AT T LA AR HE R I 5 L e P R A AR 2 W E L
BHN7-IYENRE/ ST 2 — % (AUC. Cmax) (22T 90% X i
VW CTRERHRNT 2 1T o 72455 log (0.80) ~log (1.25) O#PFHHNTH Y .
T3 O A W 1 [ S ATRERR S 7200,

30

NG A—F BEING A—F
AUCo-30 Cmax Tmax tu2
(ng - hr/mL)| (ng/mL) (hr) (hr)
TNV E
% 12mg [FFP) 1188.0+£292.9| 114.9+37.7 |4.58+1.21 |8.68+3.16
Tu 7L ASE 12 (1226.8+294.4| 114.5+37.2 {5.08+1.06 |8.36+2.95

(Mean*S.D., n = 24)

—0— HFHILZ§E12ng [FFP)
—O0— Ja7 L X§E12
Mean*S.D., n=24

10 15

BFRE (hr)

20 25 30

M e IE N AUC, Cmax S5 00/85 2 — 713, BBRE OFIR, Kk
OBRUAIEL - WS ORI L > TR 2RSS 5.
16.3 £
(MCl Ty a2 e FOIifE. 4% MIET V7 I 2 ERICEM
LB DB A EIZ, £ HI299% U LETH B (in vitro)
16.4 {X#
BYTFHVY Y LFEFNVEINVEFINIAT T —EBIZ L) iFESE
R 7 TN E B S, E S22 CYP2CY 12 & V) JEiE M
REY M-I S B 25, RS MEERE S Y Ty v v
LEtF N EHES Lze &0 M-T O K R P EEER 7 > 7
IV v DI O PRI MK . CYP2CY O Ry £
W& BH TN Y DM RENOFZEI VR WEEZZ 5N5Y,
F720 B FHILE UIE CYPIAL, 1A2, 2A6. 2B6. 2C8. 2C9-Arg.
2C19. 2D6. 2E1. 3A4 OACHHEME % HE L 22\ (in vitro) o
16.5 HEtt
AREEVE R AE B (38~68 i) 8 B, mlARENE @ e e (65~
707%) 6B, EEEE A L) BIUEE RS 18 B, IFEE % E 5wl
BE 8B H 11 dmg AR ISR L, & 5121 HRSERE
H 7 HEBRAES S L 72W, WL d IR CIERZ bR S g, i
RO H > FH s o R OIEEERHY M-T 28k s . &5
20 BEE T CORM A ¥ FH IV E 2 KU M-I O HEM = IS AR RE M & 1
JEAERE T 11~12%. AR MEE R E Tt 10~12%. IFRE
D) BIMEERE TH10~11%TH Y | 1T & A LEIBO R, Bk
ERE D WIMEAESE QR PP, M2 L7 9=~ 3.0mg/dL bL
rLoBEETIFEIIHHLILI%. 9OHH 1.8% T, M7 L7 F =
1.5mg/dL Rifi OB HEBEIEHBITIZ 1 HH 6.8%. 9HH 9.3% TH -
72o
Vb o AR G- R o I, IR 2> & ACL ARREM: o I i
. AR IR PR 2 0k M R T OV R A
PE EIMERE SRS & D ICEREIIERO 5NV EEZ 5NV,
16.6 HEDERZEITDEE
16.6.1 BEEZEE
BEE (g2 L7 F =2 0 0.6~3.6mg/dL) %9 ST AEEE 18
B2 1 H 1Al 4mg Z¥EHICHEES L, 512 1 HRSEREH 7 H
WSS G- U723 G . i AR S T E S ORa L 3L AL
FFFRD H NI,
16.6.2 FFE=Z=EE
JFBEsE (ICGris : 15.0~28.0%) % fF2) @il EAEEE 8 B 1 H 1 A
dmg FEIERICHIEES- L. 2512 1 ARG H 7 0 ERERS L7
WA Mg AREEEIEEEEORAE L IZEALETRDO LN
b,
16.6.3 =&
AR S T ESEE (66~704) 6461121 H 11l 4mg % A% 12
WEFG- L, S 5121 BREREH 7 HBRERS L7204, g
AR SMEEREOBRE L ITEAEETRO SN N,
16.7 EYMEEIER
AFIWVY TX T AP OB LA ERE G4~T45%) 5B » 7
Wy yLEeF gl H 1 dmg Z AR ICHERG L, E56121
HRSEREH 7 HIBBUESG- L7ZFRC B W T, My % 2 Vi
By THNEY 2L F T OVEEIE G LRI RR S S 7
Vo F2 B YTV E L O MR I AR R M B T
Wy v YL F e FOVEEEBEMES LRG3 ALETRD LN
7p\a1213)
16.8 ZDith
BV FHVE V¢ 2mg [FFPL &, 71 > 79V % »§E dmg [FFP] %4
HERFI L Lo b & BEHZBEIAEE L (O EWFEIICREE L Ak S,

17. BRPREGE
17.1 BERURLMEICEHT D
(SIMESE)
17.1.1 ERERRER

I AE . BRI ST O &R E 2R RI2, 1 H 1 [ 2~12mg % —
MR B Tld 8~24 A, “HEMILEGERTIX 1281, Bk S
BT 24~52 AR, BEE 2 0E D m T E KX OVEE S U 12 B0
BHEBRTIE 2~8 WM, OIS L2 ERHERIC B VT, BIER R AR
i S NABIMERED ¥ 4 THADHRIIRED L BY TH LW,

AR



W Ak
5 £ A (TR )

FHEARE] 2&E | THEAR] 2E<

AREEVER M AE (- TPaEE) | 72.6% (606/835) 78.1% (606/776)

FIE IR 77.5% (31/40) | 83.8% (31/37)
R R AR 63.4% (26/41) 72.2% (26/36)
T 66.7% (22/33) | 73.3% (22/30)

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

MIPGEIAME  (-20mmHg PLE) e OYEERIMAE (-10mmHg LI E) % i
%A, FME (-13mmHg Mk 22954, H 5wk, R
MTdHo>Th, 150/90mmHg Hii (7272 L., BhEd % E D mILELE D A
B Cclx, 140/85mmHg Aiii) 1 ZBEE L7234

HB. AEMSMEESEEZ NS E L EEmItE RO, » v
THNE v L X FNVEOFRENEDO LN TS,
(BHEDARE)
17.1.2 NS MERER
B OAREOBEEZNRIZ, AV TFHLE s Y LFFUEE1LH LN
dmg & 2~4 AP L. 2Dtk 1 H 1 8mg % 24 AP L7- 5
EHILEGRER (77 2R ) OfER, 7o I T v VRS RAE
FITHBE SN TVRDD, HELVITER SN DB LBHE T LT~
Tk TV UERBREHERRZ T TV Y YL X TFOVEE
XIZ7 7 Re 5 L2560 [WWASEROE S 272 EL] *o53
Eh TV y L e FOVERGIE4.6% (3/656) THY., TT
AR 30.3% (23/76 ) ICHNEECHHI SN, Ay THLVE L L
FEFVEOHHEDNRD SN TWDE, B, FRHABTIE, Y¥2Y
ZEH] (52%). FIRA] (83%) HENBHEN T2,
MOOANEIEIRDEALIZ & 0 ABE - IHREEZZEST 256, HEH0IE, OAE
EEHD GROH. FURAL. ANERAF. 70 IF 7 v ¥ VEREERIE
F LA M IERRAD) OB - BELE 21TV, 8 2 BRI D [k
DL % ke S DI E 7 & TIRE DAL & HIWT L7234
N THNE v YL X T VEHEGEEIIB VT 58.9%. 7T L ARES
HFEIZB VT 51.0% ISR E O BF 2 G ORI A S N7z, F72,
IAEOEALED R CLIMERD A XY "B TNy v L d
L FOVEEREIC 4 61 COEME), Eakaede, — @RS, M),
TS R 2B (BSkZeEi~o PTCA fifr. WAEZe), HEE 2 EIEH
BAYTFHINE Y Y LFReFOVEET 26 (AMEREE, 5Eg . 7
TR RBET1IH (TR Aoz SOOI A Y TFTHNE v v
L ¥t FVEERECTHR O N LEMB), oG & L CTHREDFER S
nz2,

18. EZHEIE
18.1 {ERtER
H Y THNY YL F e FIVOREIERIE RN TIRIGERRIZB W T
R DIIK S AGHERF I H » 7 vy v L Y FICmE
WoOTyIF Ty N84T (AT FREICBVWTT VU7~
UM LR L. 205 7 AN 23603 % 2 Ll k- TAET
HARMMBERIOKTIZE 50 S5 AT ZEEEZ N LFBTOT
VR AT T 2R 2 I D BRI BB LT D &
£ 2 552932 (in vitro. invivo (5 +))o
18.2 UZU-PUIFT VI IRICRIFTHE
M AE B 74 B (REEVERS M AE 56 B, B RS % 0k S e R E
18 ) K%, HrFHLyy Y LFLFusEl H 1A 1~12mg ®
FARP G- BR 0GR, MAE L = JiF . MEE7 24702 v TIRER
WIMEET > A7 ¥ 2 Y TREO LA EH 5T 50910116,
18.3 (DMITENEE. BHEERURHIMTECKIFTHE
REERMEERE 102 IR, B THVsy y v L3 eF vl
1 18] 2~8mg O KA G- OfE 5. PURIIINE ., JERNIE O T, 72
O ER, AN IRTTO A A S iz id, OanbE, fEsER
HY 25 D OB BEAIE 12 US55 1 & M7 o ARREVE S I SE B 11 61
WA TFHNVy Yy YLdEFIVEEL H 1A 2~8mg O SRS Ok R.
FEFE RIS S B AP, B, SRERAIEE MBI A S,
MBS F 3 2 REESIITESRSE 156, 7o T7Hvy sy L F
L FVEE L H 1[0 2~8mg O KA G- DGR, FEEREIZ b BRIt 2125
BIH SN,
18.4 EBEOFLBEODMITERESICRIFTHE
B OAREOBEEZNRIZ, A TFHVE sy Y LFFUEELH LN
dmg % 2~4 HEFG5- L. 2Dtk 1 H 10 8mg % 24 AP L7- 5
BRERE (77 2 RaR) ok, 7o F T vy R IRERIE
FITHE SN TR H, D VITHEESNIZZE0HLBHICH LT v
TET Y VEMEBRIAERICEZCH TV v LT IVEE
WIET T ReHmG LIGE I v TNy Y VL E L F VR GHET
NYTHINE v L F L FOVEEE G I BRI O e 0 A
FBINHERIER DO B ERELDBHALN TN D, 720 BT
FIE Y VLT OVERGETT T ARSI LR 0 A
BRI, EEDGERINER LSO R E 2SR LN TWY
;_)36)0

19. B ICET 2IBEEMAR
— IR Ty v YL EETF IV (JAN)
Candesartan Cilexetil

b4 : (1RS) -1- (Cyclohexyloxycarbonyloxy) ethyl 2-
ethoxy-1- {[2- (1FH-tetrazol-5-yl) biphenyl-4-yl]
methylf -1/-benzimidazole-7-carboxylate

33 CasH34N6Os

5f= : 610.66

R HEoE IR RTEOR K TH 5,
FEEE (100) IZRREITR T A8 7 = IR REBEITIC L,
Iy 7= (99.5) WHEIFIZC KL KIIZEALE TRV, 2
% 7 =V (1-100) 1dFEGHEZ R E 22,
SRS RO b D,

TLHE - 0 1 om© Q
OAOXO

RUGBEMRK

22, S

(AYFYILE ik 2mg [FFPD)

(PTP) 100§ (10 $Ex 10)
(AUFYILE ViE 4mg [FFPD)

(PTP) 100 & (10 §Ex10). 140 §& (14 §& x 10)
(BhUFYILy Uik 8mg [FFPD

(PTP) 100 8¢ (10 $£x10), 140 $¢ (14 € x 10)
(AYFYILE VEE 12mg [FFPL)

(PTP) 100§ (10 $Ex 10)

23. FENM
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R (= 7EASE LD/ 2= 7E4&4 HD 1 201044 A 16 H
KR, WPEEERIREE 2.7.2.3)

0~ O Ul AW
NGNS N

9) I W EEREEZE. 1996 5 12 ¢ 2429-2441
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) FENGRAESAL  BRAREESE. 1996 ;12 : 2213-2230
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SRS A« FRAREESE . 1998 5 14 : 871-918
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KIE A RS 1996 ; 12 : 3211-3228
HIFEERR A © FEAREEIE . 1996 5 12 © 3229-3264
B E SRR (7070 25820064510 H 11 H 80k
OARE—ZIKEE, HEHERHRZE (3) P135)
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) IS —Ath - ERPREESE . 1996 5 12 : 3319-3331
) AEIME (a7 L A% 20054610 A 11 H @MU E—2KEE,
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24. XHREERERUMVEDOEE

AR 7 7 — R EH BEAAMHGE
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