09

20234 9 HELET (45 1 W) BAEEEREES
872149, 872179
Bk IR B 7 o oA 70 0 1 2R EERE
R - 3% AAERS ﬁ>?ﬁw$/7b#t%»ﬁ
[ | | 111
NIFTF I 2mg -5,
[ | 111
NI mw.mm -5
[ | I
NI 'ﬂllsﬂ.lﬁBmg 1N
[ | | ____11]
NIT I s:12mg -5
CANDESARTAN maters2mg, 4mg, 8mg,12mg -onara.
$t 2 mg $t 4 mg $t 8 mg $t12mg
WL 5 [ s ) ASEES | 22600AMX01074000 | 22600AMX01075000 | 22600AMX01076000 | 22600 AMX01077000
) E SRS O X Y i s -k | BRICRA 20144F12H 20144E12H 20144E12H 20144E12H
2. BB (ADBHEBEL B L) ORIORS (BIE~ S
2.1 AHOWIN A UBEEOBALIED 3 % B e 14 s B (= R
2.2 HEILITHEIR LTV 2 LD B % L HE[9.5 B ?@,@fﬁ%‘“ﬁ%‘ﬁg BY5ER

2.3 7TUAFL Y 7RIV RGOS (72720
MOBEEHERZIT> THBMEDT Y P a—VhiFHL
CAROEBE 2 ) [10.1 2]

3. fHRK - MR
3.1 88k
NTHNEY |\ A THNEY | ATV | ATV
Woes | vHe2mgl 4 — | v $gdmgl 4 — | Y §E8mgl 4+ —| v $El2mg
N ] N7 | NT ] [F—=1F]
15EH 15 15eh 1§

HRS

HRA 7T HRBS T
Vyy YL¥x vy YLUF
tFV2mgE|tF VdmgH
il H

HREA Y74 HRED 7Y%
Vy Ty VLRIV Y YL F

il il

tF V8mgh|tF V12mgr

R

FLBE KA
YT ANV AT—=AH Y
A, EFaFyFuEit
VHa—A, FIZUVEEN) ZF
Ve AFT) VBRI T Y

ryETITT

FURE KA
VT AN AT —A AN Y
IZVNNER i A Rl
Va—A, yILUBERNY T
Ve AFTV VR TATY
A, #fu5y

ryETITT

3.2 HAID
Wi s ZJ‘/?'H’)I/S’ v gEdmgl F —
™ ] 4 ER
AR - T 1 ?Eﬂ i ERA D O F
Bt
EQ] LI i mi
k4514 (73
&/ '. —
K& & B 7. Imm JEE 0 2.6mm|EE 7. Imm JEE D 2.6mm
B 125mg 125mg
EYEZD HYFHENE V2F =T HYTFHNE AT =T
B YFHINE CEE8mel A — N Y FH IV V5l 2mgl A —
Wt - -
7] N7 |
wetp . g | S S DT VIECZWEERA| D TV ZWEWEERRA YD ©
PR - #DE D OFE g
KA L1 A0 i FIA FETH i
we | @ V)
K& & EAE:7.1lmm JEE 0 2.6mm |l 7. lmm JEE 1 2.6mm
P 125mg 125mg
il FR N THNE 8% =T AYTHNE S12F —INT

4. FHEEXIIZhER

(B>THIVE 2 iE2mg. dmg. 8mg. 12mg[#—/\Z])
O MmESE
OBXEMEMmERE

(DT HIVE 8E2mg. dmg. 8mglF—/1Z])

TEOKRET. 7

ThWGE

PIFT Y O EBEREERORES P EY

51 70V T v VERBERIERNL G X D EENTTbR
TOWHRVWEFICBIT D ARFOAMEIIMER SN TBE ST, KA
. TV T vy UEMEBERINER» SO DB TGS
ZEerEET S,

5.2 7V IVF T v VERBERIER O ESA 55 BB
B KA DGR R OV Ak, 3OS 7’//%‘7‘///7“‘}%&4
FBHEH & ARH 2 DR L 72356 O A %1 B OV a1 il 72
TV,

5.3 NYHADBEfE T HH IV OB DA 4 B E 1233 2 RA o A T
A LT (EREE A Z0) o

6. RERUVAE

(&IMESE)
Eﬂik
Wy ANCIEIHIN Y YT VE vy YL dF kT el LT~
8mg%‘filil?x'ﬂ7b DS U12megE TR 5, 72720, B
PEE &k Baicid, 1H1E2meg2 5520 L. LEICS
L8mgF TH#ET %,
N
WE. DR E6E R O/NEIZIHLIE Y > FH vy v L%

£ F )L & LTC0.05~0.3mg/ kg% #1553 5%,
EE. o Lo/NRICEIHIEA YTV Ey v LR F v
& LT2~8mg#% R —71, PEIZS L12mg T THE T 5,
2720, BEE2E) A, KAE»SEGEZRGL. 4
ELZFSUTSmgi“GiE‘E%Téo

(BREMEMmMELE)
WEL. RACIEIHLIEY YLy v Y LFEEF L E L C2mg
P oREIEGZRIB L. LEIDS L8mgE THET 5,

(B OARE)
W RANEIHIEAG Y7 vy v Y LFEeF e L Tdmg
PO ZFE L. LEIDS U8mgE THETE %, B,
FHIE LT, 7Y V4T vy UERBEERERN DN X 5 I
R A ES 3 T AR

7. BERUVHEZEICEETZEE

(&M EAE)
ARG A5G RAOHBEZBRA W L,
(180T 2)

e 5- BRI I o UHE 1ML 25120mmH g il 0 #B.3%, B ke % 1
IHBE, FRAZHEH LTV EE, DAEOFREED VA
FHIZIE. 2mg/ B2 oG- % MGT 4 2 & 2mg/HER 51, K
I B O EIENC 3 2 AN 2 MRS 2HNTH S D TY
HE B2 Tirbhwvwz &,

AAOFEHIZE ), —@EOLMENEKT ZEZSTHE2RH
DT, MEFKS5H, K O4mg/H. 8mg/H OB IZIE,
MESHoBIEZ 51247928, [9.1.3, 9.1.4, 9.1.7.
9.1.8, 9.2.1, 9.2.2, 10.2 ]



8. EELEANEER

(GhBELE)

8.1 BIEEHICE S DT W, LAB6D2EXPHObNELEIENH D
DT, EIEE, HEIHOMEIRSER % 0 B2 51 2 5
WCIEESRDL L,

8.2 T4 IS LV EREF L, TvItTFry
v I ZHEREEPOAI G- o BB R R O PRI L = -
TYIFT VY VROMEERIC X A EERIMERT 282§
RN D 5o

(B OFRL)

8.3 WiH, V¥ AMH, FURKIFLIHHT S, BB, AFD
B 5T oA PR L Th v,

9. HENEEZEIHBEICET I IR

9.1 AHHE - BMEEEDH 5 8E

9.1.1 MHMEHRKEDH 2 BEIIFBETCBEBRKEEDH 5
BE
BEREERL 2GR VEHAN SN 2RE, HHIEITS 2
Lo BT E O R RIS BT DT IZ X ) B E e
REALSRDLBENDD D,

9.1.2 5H U LIMEDEE
EERLERLERLWEHIM SN LA EZRE, FHIEETSLZ
Lo BA) Y AMSEZ MBS L BTNDDH 5,

F/o, BRRERE, 22 MO VA RORIRFEEIC L) miE »
) AEAE L ) R WEE TR, MEA U Y AMEICEET
Z&) \: to

9.1.3 BEABIEREEIDOEREE

(& MEAE)

AL DG L. WMETAGAIME, BREROCEZ OIRE
OB L RN OEAIAT) T Lo FNICMEDZIIK
TL. Yavr, g, —@BoERNEERLEREOKT 2k
CEBENDhH b, [11.1.2 K]

(g 0FE)

ME. B, BlLOHBENEZral V5 RUBREDOREE
TCBBE Ll oRG 2B L. EERICHEET2 I, 2
RIMEE T, BHREETHI2VIZENZECSTEBENLLD S,
[7.. 11.1.2 /]

9.1.4 EF MUY LAMEDEE

(& MEFE)

DR SHIG L. BT AT, B R E o IRE
HSICBIBEL AN OHA AT 28, FRICIELS SR
TL. Yavy 2z L —@tkomsiy ke Bk oK T %k
ZTBENNDH L, [11.1.2 ZMR]

(g 0FE)

M. B, BMORE(NEZ B Y V%) RUBRZOREL
TCBE Ll oRG 220G L. ERERICHETL2 I, 28
RIMEE T, BHREERTH2VIZENZEZTEBENLED 5,
[7.. 11.1.2 @]

9.1.5 DAREDEE

(&M EFE)

DX DL, WMETAGAIIME,. B R OCEE OIRE
PO LA OEAI1IAT) T L. FNICMEAEHIT
TL. Yav 2z, g, —BEo SN LR TR T it
ZTBENEDH S, [11.1.2 2]

9.1.6 KENRFILTEER ISFARMIERE-OHEDH 3 BE

(g oFRe)
BEOMERTZRT &, ERPENATEIBZENALD 5,
[11.1.2 ]

9.1.7 EMMENHEE

(g 0FE)

ME. BRE. AlOHBE(NEZa L V5 RUBEOREE
THICBE L ok 2RG L., EEICHET LI L, A
ZIMEET., BHERTHLVIZEMZREITBZIAYNDH 5,
[7.. 11.1.2 /1]

9.1.8 NYHADRBES B I HEDLBENEEE DSV IEH OFLEE

(B LR
ME, B BMoBE(NEZraE %) RBEOIRES
THICBE L 2ok 2MA L. HMEICHET LI L, B
HRMEAT, BEERKTH20VEENZEIITBENEDH 5,
[7.. 11.1.2 1]

2 BREEEERE

2.1 BEZEDHDEE

= I FfE)

DRI DB L. WET A ATIME. BEGE K ORE O IRE
ECBISE L 0SB4 107D T & FAUCIEATRTIAR
TUL. Yavy 2z, L —BkomEy ke Bt oL %tk
ZTBENND S, [9.7.3. 11.1.2 BHH]

(8 0RE)

ME. BRaE. BB (NEZ O v %) LEZEORES
TS L ALk E 2B L. MEICHET LI L, AL
RIMFET., BHRETH 2V EMEZEITEENLLD 5,

VDAL DOIEERERICB W T, BREEO SRR T 56
HoOENTH -7, [7.. 11.1.2 BH]

9.2.2 MEBHHDEE

(& MEEE)

DI DB L. WY 258 MER CBREDIREE 4512
R 2RO EAI2IT) 28, FNICMEP2BICIT L,
Yav oy, L, —HEoBEBRERERITBEINGD S,
[11.1.2 B]]

(B 0RE)

ME, BMOEE(NEZ TV v &%) LB OREZE 45108
BLDBORE2ZMBL, MEICHET S, 28k TR
THrWEIEMZREZTBZNLRD S, [7.. 11.1.2 2]

9.3 FriaeEERE
VRO GERET 50 EEEICES T 52 . HRENE
ItT2BENDNH 5, 72, WM T Vy o7
T I VAMMET T A EDHEEENT WD, [16.1.2 ]

9.4 4JEREEH T 2E

9.4.1 1EIRY B FIREM D & 5 &4

HIRL CTWA 2 ENBBENT T v IV 7 v v BB E
K7 v oF 7 vy v IR EEPA 2 L. IBE - 9k
BB (G, HE - N - BOREALE, TS RO
SNTBIHE SN TV BLY,
ARA O G B RBEOAMED ERE L CAAIRS O
PR EE KRG L. G L oA E R % LN 5 &Rk
ENDLECORIEGTHZ L, T2, RGPV ERYEEICIX
ROPFHFHETH T Lo [9.5 3]

(1) AHBGBIENNCHFIR L TW AW E 2R TS 2 Lo AH
By, HRLTWARWS &2 @ISR L2 L, &5
HCHERASRI L 723821, b icS5 2k 5 2 &,

(2) ROBIHIZOWT, REZKLGHGBRICEZICHBET 2 L,
T, HEGPLLESUHNT LI L,

CHEIRIICARH 2 L2 A. BRI - BRI EE S F T
VRAIZHHAHI L,

C TEURASHIIE L7238 b N A A, e A IS HH M R ISR
THZE,

CERE EI S A AL, HMEICHZRT A &,

9.5 T3
BRI AR LT B WD & B L3RG L v &,
B GmIERASHID] L 2381213, B iS5 2 ks b,
R R ORI T > U F 7 ¥ ¥ v D2 REHH L 7~
VF T vy ERBEREERE S S B TEAGRAE,
BRI - HrAERORRT, #FrAEROMRIIME, BAE, BH Y7 Al
JE. BHEOEMAE K OFERKBDREICE 2 LMD UKD
i, BHEHFHOZE., MOBRIEREND 5 b & O
Hbo [2.2, 9.4.1 BH]

9.6 B3R
BIALBZWZENETE Lo T v b ORREN R ORI AH
2RS4 5 &, 10mg/kg/ H Do TH A IR 1K B
DFERMATFED HNTWBY, B, T v bOIFRK DA,
H 5 VIIRAMN O RICARK TG L2E, Wit 300mg/kg
/HCTHARIKEREOBINAED b Tw b,

9.7 NRZ%

9.7.1 MRHIZEMRTEIR, BB R FLIE (ki) 208 & LA
BIVE R ML 2 R L L BRI L T e,

9.7.2 %EMkA# & (GFR) A330mL/min/1 . 73m2A i O/~ e &5 %
MR E L7ARE R O aMEZ R & L7 R ABIEEN L <
WY,

9.7.3 EREMLOMIE A ) 7 MEFEERCBST L L, AR

FORMETIIERERE 2D 2 L% v, FRIC, BRI

AR RITTIRE GEE, K o BFICARF 2 B 5T 2546 %

Mg A7) w7 A% EH ¢ HEEA S Mo 3H LT 5

BAREET AL, [9.2.1. 10.2 ]

1.9 EZBBIEDCHREEDH 5 BE



9.8 EEE
—HRICHEDOREE I T LR e ShTwd, RZE5INE
ZhHBTND Db,

10. #HEAER
10.1 GHRARSHALEVNCI L)
A BRRAEDR - S 7 - feli T

TYAFL VTV
i
FILVA
CHE R JB 7 T
T AYf. 72720,
o> BT 2 AT o
T RBMEDT ¥
FE—VAFELLAAR
BoB#Hz<)
[2.3 &IH]

FEFSEVERZE R, BB
RERESE. W) v Al
SER OMRILIE DY) A 2
WmaHE shTn
%o

Vay-T Uy VAT Y
AR EEI A3 S B ]
HEED D %o

10.2 GRAER (BHA

ICEBTHL)

FAIE

B RIEAR - 518 7

B - el

H) 7 DARFFER R A
AT /)57 b
MY T ATFL U

Ry A4

B 7 BAHREH

[9.7.3 ]

I A V) 7 AMEDS E5-
THIED DD,

KO T IV AT > 55
WHIERIC X D B ) Ll
MUEM M 522 &2k
5 g

fE bR T ¢ R B R R
D Db BH

[9.7.3 2]

FRRFH FIRFA T & 20 C | FRA THBE LT 5
Jat3 K WD BHITHRAN 2 1) | BEITIE L = UEMHED T
M) ZaNAFT DTS T AE. BIE|LTWBEENS (. AR
N4 PER AR 2 B2 DRH LT\,

[11.1.2 4] BdHBDT, LEsd | R FRHF
FIGS 5 2 SEEIR G2 G L2 BE
545Z¢&,

TYAFL 7V ERERE, Vo |\L=v-T oIt Ty

i 2 L9 Bz ORI %52 | R B VR 25 B ik S v B W]

TTBENYD D,
eGFR2°60mL/
min/1.73m2:i O &
BB E D B 2 BE
DTVAFL Y TINV
Wi L oIz WT
[EORTEr ) R A s

HETED D % o

WIS DA%
&Lz L,
Ty IF T Y R R, w0
it 35 B 55 ) 2 ILE B OV 7 k2
[9.7.3 K] ZTBENDD D,
) F L Y Fy ARG S BRSBTS ) F A

nTwab,

DFFPIRDMEE E N2,

KOFEFN XY PG
WENTVLHE
W7ot Fry
> AR SR PR A B
O )
(2) Vv — FFIRAI I
O ) w7 MR

PO AN A D R 3R
T3, AL o P
REAHAZ IS 2
L BB A 5D
D & S ORI D FEBL
DS L hORLE

A

MHv=v-7vyF5r ¥y
VRHEEH BRSNS
WREEDSD %o

(2) FIRA T % 21 T
WA BEIZIEL = i)
TLHEL TV BEHNE L
RHNHEH LT,

1.1 EXLENMEAR

11.1.1 MEZE HEAH)
I, LU, W W - WEBESE o R AR 2 55K & $ 5 A IR B
S5bNBHET ENDH 5,

11.1.2 a3y 7 GHEERY), k@, BEEECEERE, 72720
DAL OB 50, 1~5% AKii)

Wik, W, FiHEERD S bNLEIE. EHISHEY %
MUEZAT) 2o [9.1.3-9.1.8, 9.2.1, 9.2.2, 10.2 3]
11.1.3 2MBEES EHEAH, 22 LEEOAZOYA1Z0.1~

5% A )
11.1.4 &H VU LMD GHEAN)
11.1.5 FFiépeEs. E CHEEARH)

AST. ALT. y-GTP®O A% DIFHiEREENH SbN DLk
Wb,
11.1.6 EFERIBRAE CHEEA)
11.1.7 HERUHBEFAE CHE AR W)

M. BO&, CKEH., mhkRf I+ soe sy Eq%
B & AR MRIE DS S5 b B 2 ENHLHDT, TDX
I BEWAEIEBICEG R L, MU RLEEZITS L,
11.1.8 FEEMER 2 CHEEAH)

SEEG Uk, DPWLIRHE, XL A 2 b o TRV 75 B
EhNBEIENHLDT, TOLD IS 2k L.
BB EANVE YR OBSEO@MY 2 UEZ179 2 &,
11.1.9 {KI0¥E CBFHEARH)

Wiy, Z2BEIK. . FoRz. KT, EE, EkE
FEEND SN E Ik T 5 2 & BRI
DEHTHL LTV,
11.2 ZOOEIER

(BIMEE)
0.1~5% A:iil§ 0.1 % A | SHEEA W

SR 5. B, #ERE. €9, JuiaE

TEER % OE W, H5DE, VH L BAR, BE IWINIGH.
1ECYH Lo AE)

AR (SR, BHEK, AR, REA, FOLT (MK L
& O

bEE IR+ oL MR, ERCAHR, H R, | RIS
N N N P

JFF e AST. ALT. Al-P. LDH., y-GTP®»
gt

iR 3 g, FIMERkEA, HIERE L, R
BRI, I/ NORAD

Tl BUN, 7L 7F=>0 k5, HHR

Z oAl BRI, BT SR, IR, TRIE, K- b U HIS
W, M A ) o A RS B LA T AE,
°—)V E&. MHCK EH-. CRP LS .
MR 5 SRy~ 87 | AE

(07 L)
B OAEFTEESMENIIIENT S HA, 5560, I
JE. ERREAE L ORISR D S5 by ., ME. HEEK
CHIMOIEENEZ T E V) ICHET A2 Lo b, Ml
SEDBEDORWEH I QIR LETH %,

R FH EREREIL T & 2 WIS |fE BRI T Rk 70 5%k 0. 1~5% A
(7., 11.1.2 ] Mz FBZhrd|hoBH, K- ) YAl S EE BB, O
5o KE O MHE, RILE OB PGB VB A, KO F . IR B BISMGE. 1E2TY
NYHAUHERE S 55 0 M JE. mbOX
21 FAE JEE O 1 PR AS TR R U, BRSO, BHERK. L OTHUR
SHE. FHEOH LM ks L DR, R, HiYS. 1B,
%, MELEN OB BRFESLH, MR, AAURIR. H AU
AT A PV S| BV 258553 5 2 | FEA T 1 4 RPN S8R Al JH-lidk y -GTP -5 ALT. AST. LDH. Al-P® L5
Jii#l (NSAIDs) DD, IR A AT 5 7 [k # i B ER IR, IFERERIE % . 1 MRk £ |
AT AL URY 75y DEHE iR A
MES 22 Es, BES =T BUN. 7 L7 F = | &R
JH % 9058 S8 A EEEN D DA
HLEZHNT2, Zoft M ) & BR RERR. B, WL IR, BIEEE
HrEEOD L BEH TIIEAT T A NN ZEFA MR 5, b oL 25—V B, K5 M) Al
X, ESICERESE OTORY T VY VAR CK -5 ETE IR AV %o
LT 5BZN0H 5, [BEMERICL D, Bk
PERTTL7-0EEZLN 14. :‘@FHJ:@‘E,%
ISACE 14.1 EHZHBEOTE
_ PTPEEDHANIPTPY — M 2SI LTI % & ) R
1. BIfER

ROBEWER DD b D Z e D T, BT T7IlATv,

LA R (W
)T &,

WA I3 2 ik

55 7 LY R LE 2 AT

FTHI L, PTPY — FOBEEKICE D, BOHAERAE BRI
FIA L. HIZ3glE B U CHERRIT 285 o T 5 20 & D0 % OF
BTHIEDRD b,



16. EYE)EE

16.1 IMAEE

16.1.1 R1E®RE

A TEVE 755 S R 81 (38 ~687%) (2. 1 H 14mg % ¥R IZH)
B$5 L, S SICTHRSESRMEH7H B BERE Lz, wih
M IFIEERI W O A > FH L & v R OFEEEAH M- T
P EN D05, KREMEKZIFEAEHEBEN 2w, 1THH ()
M 5-%) K O9H B (7TH B KERG#%) O H 75V & » ol
WLRE (I G A~GREH I — 2 1R L5, BRA RT3 57,

IZAN AN

N N

) NI
N H\
L o o
HO HO

N.
) —0~~Cli3 =0
N N

H

AYTHNE Y M-I

[ . Cmax tmax AUCo~30n ti2a ti2 ff
=2 My

HERE 58 (ng/mL) (h)  (ng-b/ml)  (h) (h)
HyFH 1HH 55.1£19.9 5.0+£1.1 428+91») 2.2+1.4 9.5+5.1

V& 9HH 55.7+14.1 4.5+1.3 509=151 2.0%0.7 11.2%7.2
M-I 1IHEH 8.3%2.7 8.0+1.9 136+48» —— 8.9%2.69
9HH 10.9%3.4 6.8+1.5 197+64 13.7+6.19

a) V8= A Y FEFIVIZE DHEE L (CF¥fE+S.D.n=8)

b)n=7

16.1.2 MepH>TFHILE 2 EBERATEER BV /Population
Pharmacokinetics (PPK) f&#f
R N T3 - HE168HB1, A TE M 135 1L e S OF v i A R 2k 1 1
IE R EA30B], BB S & 0 D W R 18, R &
I WU AE B HSH, EH22400 7 B 4% & 722, 8861 ri oD il 7 ~
FHIN G VRENEME VT M R KRR, IR RE TR
(AST. ALT). EHESREE (G2 L 75 =, BUN). I
TNVT I MR OBEIMEDHBEE S Y TFHVy D) T T
AL AR MSINAL T RAL S8 74 & oBEN % R
L 7oA, P (ASTMH>40 3 UZALTHE>35) 1S BT %
JVT G VADPBBET L EPHEEENTWEY, [9.3
]
16.1.3 EMFHIFEIZFMHR
(HoTHIEfE2mg[F—NnT])
AYTHNY YEE2mgl A =T LT TV AR, 7O A
F—N—FIZE Y ENEFNGEED YTV Y Y YL F TV E
L CZNEN2mg) R A 712 & HL R P 5 LA
WY (7 7y V) REZE L. 15538
285 A —% (AUC, Cmax) 22\ T90% 155X 12 THEFHR
W& 47 - 72869, 102(0.80) ~log(1.25) DHIPHTH V. WKl D
AW R S P SRR S 17290,

WY RE/ST A — %

AUCo—48
(ng * hr/mL)

ti2
(hr)

tmax

(hr)

Cmax
(ng/mL)

BTG U

omgl =15 24| 283.1£84.5

27.60+7.86 [4.5+1.1|12.8+3.8

Jus L AgE2 |24 251.5+68.4 | 23.96+6.01 |5.0+1.012.5+4.4

CFHfi£S.D.)
(ng/mL)
40 -

30 o A VTN hE2mel A — T ]

—e— TU 7L AfE2

TI9fEi+ S.D. n=24

10 H

be:E ANANERSIS R TANRS o 1=
S
T

0 2‘4“6‘35‘51012 16 24 30
B %R
A A >~ FHIV & s DR

48(hr)

(hoTFHILE fEdmg[F—/N1NT])

AYTHNE VEEdmgl A — T T u TV AgE4E, F O A
F=N—FL ) EFNRENIED YTV Y YL FEFLE
L CZhZNdmg) A T IR O 5 L e
WHERE (B 7y V) REZIE L. 1550/ 38 B
285 A —% (AUC. Cmax) 22\ T90%1EHHIX 2212 THFHH
M2 AT o 724 8. 10g(0.80) ~log(1.25) D#PHTH Y. WHID
LEW AR R SEVE D SRR S 720,

HWERE ST X —F

AUCo-18
(ng * hr/mL)

ti2
(hr)

tmax

(hr)

Cmax
(ng/mL)

BTN U

Amgl A= ] 221 366.8+72.4

33.28%£5.84 |5.0+1.0(11.4+3.6

Jus L Afed |22 382.1+85.8 |35.57+10.77|4.5+1.2|11.4+3.3

CFIHfE=S.D.)

(ng/mL)

50 -
gﬂl 40 -
,’E L —o— W U TFHIVE UEEdmg[ A —T ]
5 —e— Tu 7L Ak
S 30 |-
z M~ S.D, n=22
i

2 |
? 0
> L
i
E 10-

Il Il Il Il Il Il Il Il 1
0 24681012 16 24 30 48 (hr)

R 1%EER
MAEH s > 79N & 2 REOHER

(BoTFHILaEsmgl4—Nn7Z])

H TRV YEE8mg[ A — T LT uT L AEE8E., s H A
F—nN—FlEhEhENgED Y THLVE Y YL F TV E
L CTZNZN8mg) R A 1S & HL I RE 45 5 L C I
R (B 7y ) REZIE L. 155 h -5k
235 A —% (AUC. Cmax) 22\ T90% 15X M13:12 THEEHR
M & AT o 724558, 1og(0.80) ~log(1.25) OFPHTH V. WA D
AW B [ S SRR & 729,

WY ERE ST A =S

AUCo-48
(ng - hr/mL)

t12
(hr)

tmax
(hr)

Cmax
(ng/mL)

BTN U

Smal =15 | 21/866.0+192.9

80.10+22.14|4.9+1.2]10.5%3.3

a7 L A58 |21]882.8+190.1(84.80+29.54|4.5+1.5|11.5+3.8

CF¥fE+£S.D.)

(ng/mL)

120 -
I 100 -
g [ —o— BV FHIVE VEE8mg[ A =T |
5 80 + —o— 707 L A§E8
z i+ S. D, n=21
Y 60
v r
e L
> 40
i L
B 9

Il Il Il Il Il Il Il Il Il
0 24681012 16 24 30 48 (hr)

5 R
e ¥ 74900 5 2 RE O

(BrFHiagi2mgl4+—n71)

A THINE VEER2mgl A — T [T T L AFE2E, 7R
F=N—CE D ENENIEED Y TFINY Y Y LFRFVE
L CZhZhl2mg) AT 712 H £ B mlRE 18- L C A
GG (A > TV S ) IREERRE L. #5573 E)
35 X —% (AUC. Cmax) 22\ T90%EHE X M3 TRiaT
FRAT % 47 - 7245 % 1og(0.80) ~log(1.25) DHEPHTH b . TH]
DY AR SF R S 1720,



HYHRE ST A — 5

AUCo—48 Cmax tmax t1/2
(ng * hr/mL)| (ng/mL) (hr) (hr)

HYTFHNE U

12mgl F =15 | 20| 1221296 | 101.5+34.1 [4.8+1.4|/9.0%1.8

Ta7 L A5E12 |2

(=}

1253 +313 | 102.9+33.7 |5.4+1.3|10.0+2.8

(CF¥f+S.D.)
(ng/mL)
140 -

120 -

100 —o— AV TFHNEY VEE12mg[ A =T ]
= —e— 707 L A§El2

sor Pl = S. D, n=20
60 -

40

R\ S F I\ SRR

20 |4

0" 24681012 16 24 30 48(hr)
5%
M3 A >~ 79V 5 iR HR
M4 EEIE ONICAUC, Cmax® /35 2 — %1%, #E 0%

W MEOTRIIEL - BSOS & o TRZ 5 WD D 5o

16.3 9%

A YTFHINVE e ol 4%t MIE 7 VT I VERICH
MLUBOEAHKGER, EDI29%UETH B (in vitro)
16.4 34
UCHVFHNLY Y YLFEFNLVIEINKREFINIATFS—F
WX DEERB A Ty I RE I, XS8R
CYP2CIIZ & 0 FETEEACHTIM- AL S 5 2%, AREME I
JEIEBRZICH TNV Y Y Y LFEFNEHRGLEEEDOM-
I I i e Je ORI SRE A ~ FHV 7 v o i EE KON
JRAHEIESR I S . CYP2CODMIEME T & 57 ¥ 74
VT Y OMFPPRENDEEIIV Ve EZ 55,

I/, HUFH Y VIZCYPLIAL, 1A2, 2A6. 2B6. 2C8.
2C9. 2C19. 2D6. 2E1. 3A4DfCHEEZ BHE L 2 W (in
vitro) o

16.5 HEittt

ARRE kM S B (38~ 6878 861, 1o i A BEVE 1o ML HE S JR
(65~70i%) 661, FFREEE LD WIMLEREBZ 18, BB L9
IR B SBIC T H 1l 4mg 2§ & IS L. 5121
HARSR 3 H7 A B ARG L7z, Wi g Rz k2 ek
B ENT, HUARE O N Ty v R IR B
M-T AR S NS, 524 TORFB A TV s VR
M-I OFHEM AR REYE & i E e R TLL~12%. mikiAREN:
W MESE B TIR10~12%. WFBEE 2 0 5 & B3 TR 10
~11%THH., 1TLAEEITED RV, BFEEEZ S HILERE
BHEoRhPEERIE, MiE 2 L7 F= 3. 0mg/dLY Lo EE
TWIHHL.1%. 90 H1.8% T, 1%~ L 7F=>1.5mg/dL
A O BHEREILEHITIXIH H6.8%. 9HH9.3% TH o 72

VL E o BASH G- R0 MR i . TR BRI 2 & AT RIEMS
MUERE B E WA = U R PR & £ 5 i e
BE RO S M) WIEE RS & D ICERTE R sk
WEEz b1,

16.6 HENE=RZHJ 2E2E

16.6.1 BEEHRE

BhEE (L2 L7 =2 0 0.6~3.6mg/dL) % £ 5 I E A
FH18BNCTI H1l4mg % BRI IS L. X 5121 HARSER
H7H B BAESS U286, b s B VAR & I s o 3
GLIFLEALEZRDLNZWVO,

16.6.2 FFEEHRE

HFBiE 5 (ICGris * 15.0~28.0%) & £F 5 & i e 8B 1 H 11n]
AmgZ PABZICOEPEE L, & ST HARSERZE 17 H B SR
B U784, iR EEREOREFLEIZEALY
EIZFBO LNV,

16.6.3 SiE

T AR RE I 5 0 R R (65~T705%%) 661121 H 1 Ml4mg % Bl #412
WG L. & HICTHRERMHT7H B SRS LA, M

TR AR MEERE OB L 1F L A LRITRD LN,

16.7 EYHEEIER

AFNTTH Y AR OB O BE (54~T45%) 5B S v
FHIV Y CEEIH1M4mg 2 AR ICHERS L. S 5121 HIRSE
B H7H B RERS LB W TS, by % Y Vs
HYFHN Y VGG LTS S kv, &
v ATV Y VO EEAREME S E R T
Py VEEE WA S L 72 A S 13 L A EEITRD Sk vz,

17. BEREREAE

17.1 B RORLM(CET 2 KR

(& MmEEE)

17.1.1 EINERRRER

ELE R, BFEEME S MTEREO & EE 2 %I1C, 1HIA2~
12mg% — MR RER Tl38~24 M, —HEMILIAEECTl1X12
SHIE L RS- Tl324~52:- 1, BREE & PE 9 I E M
O ESE S MUFSE S 3BT 5 3B TIE2~8EM, FEIT3%5 L 22w
ABICZB VT, BRIERNRAFN S NS MLERED ¥ 4 TR
RIFIRFEDEBY THHWU2,

B ) T TR 0%
RIS 4 A et | AR Y
ARREME MU SE (1 - WP ASE) 72.6% (606/835) 78.1% (606/776)
TORE 5 ML E 77.5% (31/40) 83.8% (31/37)
T E () FIUERE | 63.4% (26/41) | 72.2%(26/35)
' TRV S LA SE 66.7% (22/33) 73.3% (22/30)
& i 72.4% (663/916) 78.1% (663/849)

SNGRE I (-20mmHg A F) & 0L i+ (-10mmHgBL 1) % {72335
A FIME (F13mmHgPL ) 25234, HAHviE. THREMTH-
T, 150/90mmHgAm (7272 L, B BEE 2 01 9 B UL O ABERHE Tk,
140/85mmHg i) (2 FIE L7234

k. REVEIEEESE 2R E L HERILERBE O
By ATV CEOGEHEDED STV,

(B ORE)

17.1.2 ERNE THEHR
BYELOALEDBEZ LRI, H FHIVF L H4dmg % 2~
ARG L, Z0%1H1A8mg% 248 Rk 5 L 72— H B Mg
RER (T TR OFER, T v IF T vy AW EER]
THEBEENTVDED, HDLVIZEEINZ LD D 5 BEH I
L7 v VT vy VERMBRIERICRZTH TNy Vi
NIET 5 R &G L a ol DASIEIRO W & 7 B4 | *
DOFRBNEH ¥ TN T L EERGHE4.6% (3/656) TH D, 7T+
RHE30.3% (23/7660) [ LA FICHIHI S, h v FHIV Y v
DEMUEFBD LN T VD, B, LB TE, Y¥r U2
K (52% ). FIRH (83% ) A ST b,
SOOAREIEROEAIC X ) A - A2 ET 284, HoVid, OAE

B (LAl FURFL, REEIRIAL 7> V47 ¥ o v BREEE I E
RIS O AR OB - BRI & 47 K238 A DR b [ B
DAL % RS 5 p 7 & IR DAL &P L 735

NYTFHNY VEEGEICBWTE8.9%, 7T REGHICE
WT51.0% IR A O 8% 2 S CRWER A A S vz, F 72,

DAREDEALITED R VLIMERDOA XY B H TNy v
FEBEICAB) COEANEY ., Bakiede, —mPEERREE, M%), 7
F b REEIZ26) (B2 3R~ DOPTCAMEAT. Wige), W 2RI
HA TN & viehEcopl (SRS, Wil ., 7I9eR
BB (38 A b ize 2D b v TN il
TSN/ LEEME), MHEOERE L CRRED MRS S,

18. FEhEEIF
18.1 {ERHF

HYFHINE Y LFEFIVORREMEI, AR TIRIGE R
2B THR T HIK G S G EACHD A >~ F v gy v e
D, BRMEEEGOT v IFF vy D84 71(AT) %514k
WCBWCTT v IF Ty TR L. Z D5k i I
HAEIHT A2 LIk o> TET 2 RHMERIOKTICL 5,
EHIC. ATIZAERE N LZEIECOT IV K AT a vkt
55 IEIER S BTN —E S L Twb e #E 2 552
(in vitrov in vivo(F v 1))o
18.2 LZ -7 IVAT UV RICRIFTHRE

Ve MLFE i BB 7400 (AR BEVE S MU AES6HY . BFRE S 2 0F 5 i UE AE
BFI8H)) 25 c, H v Ty Yl H 1B ~12med KAE
HaBrofEE, ML = Uitk m¥E7 v Vo5 v v Tl
ROMSET v %773 v TRED ERAMAR ST 519101516



18.3 DIMITENRE. BEEERORMAEICRIFTE
ARREVEm IMTSE B 1082 R, B > FH vy Vil 012~
8mg® AR 5- D He. WU M %%Eﬁﬂﬂ)j:‘@ﬁT\ Pk
zt\ﬁﬁii ﬂhﬁuf&?ﬁm@iﬁf}#&%ﬂtﬂﬁ VDA,
R 45 2 0 U A [ES-7 3P %n&w AR TEVE 5 1
!I{".Fﬁﬁllfﬂ 7 /7"‘1‘)1/57 VEELH 1lﬁlz~8mg®m§&%®=’fu
B BRI D BT, B, SRERRIR A R
A HIVE I FEE E A 5 REV S ERE B 15, 7
/%‘WW /fielElllﬁl2~8mg0)F(Ea‘9:Ef®ﬁ%%\ PRI %Hiﬁ
MR F L A S N W83,
18.4 B OREBEOOMITHEEFICRIFTE
B OAEOBEENRIS, H Y FIHVY VEEIH 1 N4mg% 2~
ARV L. ZO%1H1E8mg% 248 % 5- L 72 —H H ML
(T F 2R ORI, T IV F T vy AR FE R EH]
THEBEENTVDEH, HDLVIZERINZ L0 H 5 BE I
L7 vk T7 vy VEBRBRBERNCEZ T TV Vi
RiZ7 T RZ2HE LA H Yy FHVy ik bGHTh v
TN F v GEPEG-IC  UBR 510 O A5 2 B, A S K
MR LWL BRI BASNTNDE, $72, AT
Py P HHET T T AR G I LB 45T o0 A T e
e K O ER I DA A IR IR BT B30,

19. B SICEAY 2B EFRIAME
o UOE =Y S IV i 0 AN VE o 2
(Candesartan Cilexetil)
(1RS)-1-(Cyclohexyloxycarbonyloxy) ethyl
2-ethoxy-1-1[2 * - (1H-tetrazol-5-yl) biphenyl-4-yl]
methyl} -1H-benzimidazole-7-carboxylate

154 ¢

DFR : Cs3HzaNeOs
SFE :610.66
MR AMEARoORKRE IR EOBRETH S,
ARSI FERE (100) I2RRBE TR T AT 2 —=WITRR
BT T8 7 = (99.5) 12Tz <L KRiZiE
LAEET R,
KD A F 7 — i (1—100) 3 HEEMEE R S v,
ARG R ZTEDRD BB,
b2EER
22. ‘@
(HoTHIEfE2mg[F—NnT])
(PTP)100%¢ (10%¢ x 10)
(BFHIVE S iRdmg[ A —NTF )

(PTP)100%¢ (108 x 10)
(/37)5008¢
(BoFHILg se8mglF—NT])
(PTP) 1005 (108 % 10)
(/35)5008¢
(BrTFHILag12meg[F =15 ])
(PTP)100%¢ (108 x 10)
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