20244F 1 HERE (55 1 B0

AAEEEEARES
872149, 872179
Bk IR B 7 o oA T 0 I 2R EERE
HRAE ;3 AAERY ﬁ>?ﬁw$/7b#t%»ﬁ
[ | | 111
NIFTF I 2mg -1,
[ | 111
NI '!ﬂl:ﬂ.lfdm -5,
[ | I
) 'ﬂllsﬂ.lﬁBmg 15,
[ | | ____11]
NIT I Is:12mg -5
CANDESARTAN maters2mg, 4mg, 8mg,12mg -onara.
$E 2 mg $t 4 mg $t 8 mg $t12mg
HIL 7 5 [ s i) ASEES | 22600AMX01074000 | 22600AMX01075000 | 22600AMX 01076000 | 22600 AMX01077000
) RS oM Ly T s ok | R 20144F12 20144F12 20144F12 1 20144F12 1
2. B (ADBHEBEL B L) ORIORS (B~ S
2.1 RA DS LB BOE DO MR D & % B R = R
2.2 FEREIZIEAR LT U A WHEMED & 5 LHE[9.5 BI] ?@,gf,igi;ﬁ%“ﬁg BT 2ER

2.3 7UAFL Y7V G oRREEE (72720
MOBEEHE R ZIT> THBMEDT Y Fa—VhiFHL
CAROEBZEZE)[10.1 2]

3. fHRK - MR
3.1 88k
NYTHNEY |\ A THNEY | ATV EY | ATV
Woes | v$e2mgl 4 — | v $gdmgl 4 — | ¥ §E8mgl 4+ —| v $El2mg
N ] N7 | NT | [F—=nT]
15EH 15k 158 e

H RS

HRA YT HRBS T
Vy v YL¥F vy YLUF
tFV2mgE|tF Vdmg®H
il H

HRE# Y 7FH HRED 7Y%
Vyy VLRIV Y YL F

il il

tF V8mgh|tF V12mgr

R

FLBE KA
NN D% B e B
IZVNNER i A R
VH—RA, JIZUVEEN)ZF
Ve ATTY VBT AT Y

ryETITT

FURE AR AT
VT AN AA—A AN Y
IZVNNER i & A R
Va—A, JILUBERNY T
Ve ATFTV VR TATY
2, #fu5y

ryETIVT

3.2 HAD
W, ij—?**fwy > gEdmgl * —
™ 4 ER
AR - | 1 ?Eﬂ i ERA ) O F
5t
EQ] LI i mi
S (@) @E —
&/ "
K& B 7. Imm JEE 02 .6mm|EE 7. Imm JEE D 2.6mm
B 125mg 125mg
Akl R HYTHNY L 2F =T HYFHNEY VAF =T
as Y TFHINE VEE8mgl F — N v FHIVF Vgl 2mgl F —
Wt - -
7 N7
wetp . g | S S DTV OZWEERA] D TV ZWEWEERA Y ©
PR - #DE Y OFER e
KA JLi i) FIA FETH i
we | G — @ —
&/ " &/
K& EAE:7.1lmm S 2.6mm |l 7. lmm JEE 1 2.6mm
Pl 125mg 125mg
il 2R N THNE 8% —NT HYTHNE S12F —NT

4. FHEEXIIZhER
(B>THIVE 2 iE2mg. dmg. 8mg. 12mg[#—/\Z])
OsMmESE
OBXEMEmERE

(BT HIVE 8E2mg. dmg. 8mglF+—/1Z])

TEOKRET. 7

ThWMGE

PIFT Y O EBEREERORES P EY

51 70V 7 v VERBERIER G X L HEENTTbR
TOVWHRWEFICIBIT D ARFOAMEIIMER SN TE ST, KA
. TV T vy UEMEBRINER» SO R THES TS
ZerEMET S,

5.2 7V T v VERBERIER ORMESA 45 BB
B KA DGR E R OV Ak, 3OS 7’//%‘7‘///7“‘}%&4
FRHEH & ARH 2 DR L 72856 O A %1 B OV 4 1Al 32
TV,

5.3 NYHADBEfE 40 IV OB DA 4 B E 1233 2 RA o A P
A LT (EREE A 0) o

6. RERUVAE

(&IMESE)
Eﬂik
WO ACIEIHIN Y YTV E y YL F kT E LT~
8mg%‘filil?x'ﬂ7b DS U12mgE TR 5, 272, B
PEE &k Waicid, 1H102meg2 552G L. LEICS
L8mgF TH#ET %,
N
WE. DR E6E R O/NEIZIHLIE Y Y FH vy v L%

£ F )L & LTC0.05~0.3mg/ kg% #1553 5%,
EE. o Lo/NBIEIHIEA YTV y v LR TV
& LT2~8mg % R —71, PEZS L12mgE THE T 5,
722U, BEERE) A, BKHAE»SEGEZRGL. 4
ELZFSUTSmgi“GiE‘E%Téo

(BREMEMmMELE)
WEL. RAICIEIHLIEY YLy v Y LFEEF L E L TC2mg
P oREIEGZRIB L. LEIDS L8mgE THET 5,

(B 0ARE)
WHE RANEIHIRAG Y7 vy v Y LFEeF e L Tdmg
POROLGZRME L. LEIDS U8mgE THETE %, BB,
FHIE LT, 7Yy T vy UERBEERERN DN X 5 I
EL A B 3 T AR

7. BERUVHAZEICEETZEE

(&M EAE)
ARG A5G0 RAOHBEZBRA W L,
(180T 2)

e 5- BRI I o UK 0 1ML 25120mmH g il 0 #.3F%, B R % 1
IHBE, FRAZHEH LTV EE, DALEOFREED VA
FIE, 2mg/ AP o5 %2iGT 52 & 2mg/HH51%, K
I B O EIENC 3 2 AN 2 MRS 2HMNTH S D TY
HE A2 Tirbhwvwz &,

AAOFEEHIZE ), —@EOLMENEKT Z2EZSTHE2RH
DT, MEFKSH, K O4mg/H. 8mg/H~OHEFIZIE,
MESHoBI%EZ2 51247928, [9.1.3, 9.1.4, 9.1.7.
9.1.8, 9.2.1, 9.2.2, 10.2 ]



8. EELEANIEER

(hBELE)

8.1 BIEEHICE SO T W, LAB6DEXPHOobNLEIENHD
DT, EIEE. HEHOMEIRSER % 0 B2 81 2 5
WIS RDL L,

8.2 T4 IS LW EREF L, Tv It Ty
v I ZHEREEPOAI G- o B R O TR L = -
TYIFT Yy VROMEERIC X A EERIMERT ##2§
RN D 5o

(B OFRL)

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

9. HENEEZEIHBREICEHT I IR

9.1 AHHE - MEEEDH 5 8E

9.1.1 MHMEHRKEDH 2 BEIIFBETCBERZEEDH 5
B

EREERL 2GR VEHAN SN 2RE, HHIEITS 2
Lo BT E ORI S BT DT IC X ) 23 E e
REALSRDLBENDD D,

9.1.2 5H U LMEDEE

BREERL 2GR VEHAN SN GE2RE, HHIEITS 2
Lo BA) Y AMSEZ MBS L BTNDDH 5,

F/o, BRRERE, 22 MO VARORIRFEEIC L) miE»
)y AEASE L ) R WEE TR, MEA YU Y AMEICEET
Z&) \: to

9.1.3 BEARBIEREEDPOERE

(& MEAE)

BRI DEBL, WET AT, B R O EE 0K
OB L RN OEAIAT) T Lo FNICMEDZIIK
TL. Yavz, g, —BEoEHREEREREOKT %t
CTBENDDH b, [11.1.2 BK]

(g 0FE)

ME. B, BlLOHBERNEZ7aE V5 RUBREDORESE
TS Ll oRG 2B L. EERICHEET2IE, 28
RIMMEE T, BHREETH2WVIZENZECTEBENLLD S,
[7.. 11.1.2 /]

9.1.4 EF MUY LAMIEDERE

(& MESE)

DR SHIG L. BT AT, B R E oIRE
HSCBIBELANOHEA AT 28, FRICIELS SR
TL. Yavz, g, —@oERE LR B RO T 2
ZTBENNDH L, [11.1.2 ZMR]

(B OLRL)

M. B, BMORE(NEZ B V%) RUBRZEOREL
TS Ll oRG 220G L. EHERICHETL2IE, 28
RIMMEE T, BHEERTHI2VIZENZEZTEBENLLD 5,
[7.. 11.1.2 ]

9.1.5 DAREDEE

(&M EFE)

DX DL, WMETAGAIIIME, B R OCEHE OIRE
PO LA OEAI1AT) T L. FNICMEASEHIT
TL. Yav 2z, g, —BEo BN LR BRI T it
ZTBENEDH S, [11.1.2 2]

9.1.6 KENRFILTEER ISFARMIEREOHEDH 3 BE

(g 0FE)
BEOMEKT 2T &, ERPEATEIBZENLND 5,
[11.1.2 ]

9.1.7 EmMENHE

(g 0FE)

ME. BE. AMOHBE(NEZa L V5 RUBEOREE
THICBE L ok 2RG L. EEICHET LI L, 2
ZIMEET., BHERTHLVIZEMZREITBZIALD 5,
[7.. 11.1.2 /]

9.1.8 NYHADRBES B I HED BN EEE DSV IEH OFLEE

(B oA

ME, B, BMoEE(NEraE %) RBEOIRES
THICBE L 2ok 2MA L. MEICHET LI L, B
RIMEAT, BFEEKTH20VEENZEITBENLED S,
[7.. 11.1.2 1]

2 BREEERE

2.1 BEZEDHIEE

= IMESE)

BRI DB L. WET A AITIME. B K OTRE o IRE
ECBISE L 0SB4 1CAT) T & FAUCIEATRTUAR
TUL. Yavy 2z, L —B%komEy kBt oIk %k
ZTBENND S, [9.7.3. 11.1.2 BHH]

(8 0RE)

ME. B, Ao (NEZ O v %) LEZEORES
TS L ALk E 2B L. MEICHET L L, AL
LRIMFEET., BHBETH 2R EMEZEITEENLLD 5,

BV OAREDOBHERERICB W T, BREEO SRR T3
HoOENTH -7z, [7.. 11.1.2 BH]

9.2.2 MEBHHDEE

(& MEEE)

DI VBB L. WY 258G MER CEBREDIREE 4512
HBRL 2RO EAI2IT) 28, FNICMEP2BICIET L,
Vav o, K, —MEoOEREEERITBELED S,
[11.1.2 B]]

(B 0RE)

ME. BMOIEE(NEZO Y %) R OBEOREY 5108
BLDBORE2ZMBL, MEICHET 52 b, A8k TR
THrWIEMEPREETBZNLRD S, [7.. 11.1.2 BH]

9.3 FriaeEERE
VPO ERET 5% SEEICES T 52 . IFHRENE
LT 2BENDH 5, Tz, WEREWA > FHVy 02
T I VAMMET T A EDHEEEIN TS, [16.1.2 ]

9.4 4JEREEH T 2E

9.4.1 IEHIRY B FIREME D & 5 L4

HIRL CTWA I ENEBENT T v IV 7 v v BB E
FIXET v V7 vy v D2 EREHRIZHER L. BE - Bk
BB (R, HE - N - BOREALE, TS HRD
SNTBIHE SN TVWBLY,
ARA O G B, REBEOAMED R L CAFIRS 00
PR EEICHGE L. G L oA E R % LN 5 &Rk
ENDLGAENCORIEGTHZ L, T2, RGPV ELRYEEICIX
ROPFFHHFHETH T Lo [9.5 B

(1) AHFBGBIENNCHFIR L TW AW E 2R T A 2 Lo AH
By, HRLTWARWT &2 @ISR L2 L, &5
FCHERASEI L 7238021, b icS5 2 k352 &,

(2) KOFTUIDO VT, RHIFEGSHIAREICEZICHM T 2 &,
T2, HGPLLESLHWT A L,

CHEIRIICARH 2 L2 A. RIR - BRI EE R F T
VRAIHHAHI L,

CTEIRASHIE L 72 S8 N A A, R A I HH M BRI R
THZ &,

CERE EI S A A, HYEICHZRT A &,

9.5 111@

IR SOZIE R L TV A WD & 5 I3 HxE L nwa &,
B G RASHID] L 2381213, B IS 2 ka2 b,
RPN R ORI T v V47 v ¥ v D2/ ERERAI T ~
VF T vy ERBEREERE S SN B TG AE,
JEIR - B ERORE, FrAROKInE, BAE, WA 7 Al
JE. BHEOEMAE K OFRKBDREICE 2 LI N UKD
i, BHEHFHOZIE., MOBREREND bbb & O
Hbo [2.2, 9.4.1 B

9.6 B3R
BIL W EDRET L T v b OJEEY R O3l AH
2RS4 5 &, 10mg/kg/ H Db oo T H A IR KB
DFAEBEMAED LN TWEY, BB, T v bOEIRRY O A,
H B VIIEA O BITAF & 5 Lz %6. Wi d 300mg/ kg
/HTHAERIKERE DB MNATFED 5N TWw 5,

9.7 NRZ%

9.7.1 RHZEMRTEIR, BRI FLIE (ki) 208 & LA
BIVE S O A Ve B AR & L 22 R BRI g L TV A,

9.7.2 %EMKkA R (GFR) A330mL/min/1 . 73m2A i D /Nl &5 %
R E LA R O et Z R & L7 IR RBIEEH L <
W,

9.7.3 EREMLOMIE A ) 7 MEFEFERCBLT L L, AR

FORMETIIERERE 2D L% v, FRIC, BRI

R RITTIRE GEE, BK) o BF IR 2 H5-T 2 546%

Mg A7) w7 MMEi%E EH XGRS Mo 3H L T 5

WEIEETAZ L, [9.2.1, 10.2 ]

1.9 EZBBIEDCREEDH 5 BE



9.8 EEE
—HRICHEDOREE I T LR e ShTwd, TEZEEINE
ZhHBTND DS,

10. #HEAER
10.1 GHARZHALEVNCI L)
A BRRAED - S 7 - feli T

TYAFL VTV
i
FILA
CHE R JB T
T AYfe 72720,
Mo BT 2 AT o
T ABMEDT »
FE—=LAFELLAAR
BoB#Ezk<)
[2.3 K]

FEFSEVERZE R, R
REREE. W) v Al
SER OMRILIE D) A 27
WmaHE shTn
%o

Voy-7y YTy
SRR A R S 05 W)
HEMD D %o

10.2 GHAER (BHA

ICEBTHL)

FAE

B RIEAR - 518 7

B - el

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

7LV /Yy

B 7 BAHREH

[9.7.3 /]

I A1 ) 7 AMEDS E5-
THIED DD,

AHOT IV KAT T 5w
WHIERIC X D B ) 7 Ll
MUEM M 522 &12 &
5o

bR T ¢ R B e R
DHDHEBH

[9.7.3 ZH]

FFRFH FIRFA T & 20 C | FRA CTHBE LT 5
Jat3 K VD BHITHRAN 21D | BFITIE L = VIEMED T
M) ZaNAFT I THESTAHE, BIE|LTWBEENS L AR
N4 VER AR 2 B2 DR LT\,

[11.1.2 4] B BDT, LEsd |G 5T FRF
FIGS 5 % SEEICHR |G 2 G L2 BE
5452k,

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

i 2 MfiLE fz ORI %2 | R B VR 25 B iR S v B W]

TTBENND D,
eGFR2°60mL/
min/1.73m2:i O &
BEREREE D B 2 BE
DTVAFL TN
Wi L oIz WT
[ESRTES ) R A s

HETED D % o

W RIS B YA %
rEEysz L,
Ty IF T Y R R, w0
i 35 B 55 ) 2 ILE B OV 7 k2
[9.7.3 K] CTBENDD D,
) F L VT ARG S BRSBTS ) F A

nTwab,

DFPIRDMEE E N2,

KOFEFN XY PG
WENTVDHE
W7ot Fry
> AR SR L A T
O )
(2) Vv — FHRAI I
O ) w7 DR

PR AN 4 D R 3R
T3, AL o Pk
REAHAZ IS 2
LB BA 5D
D & S ORIME D FEBL
DS L hORLE

Ao

MHv=v-7yyF57r ¥
VRMEEH RSN S
WREEDSD %o

(2) FIRA T % 21 T
WA BEIZIFL = i)
THELTWBBREHNSE L
RHNHEH LT,

1.1 EXLENMEAR

11.1.1 MEZE HEAH)
I, LU, W W - WERBESE o R AR 2 50K & $ 5 A RAE S D
S5bNBHT ENDH 5,

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

Wi, EH, TSR D S bNILEIE, EHISHEY %
WUEZAT) 2 ko [9.1.3-9.1.8, 9.2.1, 9.2.2, 10.2 3]
11.1.3 2MBESE EHEAH, 22 LEEOAZOYA1Z0.1~

5% A )
11.1.4 &H YUy LI GHEAN)
11.1.5 FFipeREs. E CHEEARH)

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

M. BO&, CKEH., mhRRf I+ sroe sy Eq%
B e B BB IRIE DS S5 b B 2 ENHEHEDT, TD X
I BWAIE BRI L, EURLEEZIT) L,
11.1.8 P MR 2 CEEEAH)

SEEG UK, DPWRIRHE, XL A 2 b o TRV 275 B
SEbNBEIENHLDT, TOLD A IIEHxG 2k L.
RIS B EANVE Y HROBRSEO@MY 2 UEZ1TH) 2 &,
11.1.9 {KI0¥E CFHEARH)

Wik, ZEBEIK. . FoRz. KT, EE, EkE
EEEND SN ES EhIk$ 5 2 & BRI REET
DEHETHL LN TV,
11.2 ZOOEIER

(B ESE)
0.1~5% Al 0.1 % A | SHEEA W

S EE 5. B, #EE. 9, ok

TEER % OE W, K50 E, VH L BAR, BE. IWINGH.
1ECYH Lo AE)

FAARRSR (SR, BHEE, AR, REA, FOLO (MK L
& O

WAk oL MR, ERCAHR, R, | RIS
LT TR, TN %

JFF e AST. ALT. Al-P. LDH. y-GTP®»
i

iR 3 fifn, FMERkEA, HIERE S, iR
BRI, I/ NORA

Tl BUN, 7L 7F=>o k5, HHAR

Z oA BRI BT SR, IR, TRIE, |4 b U HIS
Wy M A ) o A RS I LA T AE,
°—)V E&. MHCK EH. CRP L& B .
MR S SRy v 37w | A

(07 L)
B OAEFTEEMENIIIENT S HA, 560, I
JE. ERRESAE L OEMEND S5 by . ME. HEREK
CHIMOFEENEZ T E V) ICHET A2 Lo b, Ml
FEDBEDORIWEH I QIR LETH %,

R FH EREREIL T & 2 WIS |fE BRI T Rk 70 IR 5%k 0. 1~5% A
(7., 11.1.2 ] MzERITBENDD | POBFE, K- M) 7 Al S EE BB, I
5o KE O MH ., RILE OB E PGB VB A, KO F . IR B, BISMGE. 1E2TY
NYHA LR 55 0 M JE. AbOX
2 FAE JE O 7 R AN R R U, BRSO, BHERK. L OIUR
SHE. FHEOH H M ke T DR, R, HiEYS. 1B,
. MEEN OB BRFESH, MR, AAURIR, AU
AT T A PN S| BV 258553 5 2 | FEA T 1 4 R PRI 28R Al JH-lik y -GTP -5 ALT. AST. LDH. Al-P® -5
Jii#l (NSAIDs) DD, IR A AT 5 7 [k A FHmER IR, IFERERIE % . 1 MRk £
AT AL RS T5YI Y DERE iR A
MHES 22 Ehs, BES =T BUN. 7 L 7 F = | &R
JH % 9058 S A EEEN D D5
HLEZHNT2, Zoft M ) o BR BEERR. B, WL IR, BIEEG
HrEEDOD L BEH TIFEAT T A NN ZEFA M REE 5, i oL 27—V B, K5 M) Al
X, ESICEREDNE OTORY T VY VAR CK -5 ETE IR AV %o
LT 5BZN0H 5, [BEMERIZL D, B
PERTTL7-0EEZLN 14. :‘@FHJ:@‘E,%
ISACE 14.1 EHZHBEOEE
_ PTPEEDHANIPTPY — M 2SI LTI % & ) 5
1. BIfERA

ROFEWER DD b D Z E03d DT, BlgE T7IlATv,

LA R (W
)T &,

WA I3 2 ik

I 5 7 LY R LE 2 AT

FTHI L, PTPY— FOBEEKICE D, WO ERAEE R
FIA L. B3zl E B U CHERRIT 285 o T 5 2 & D0 % OF
BTHIEDRD b,



16. EYE)EE

16.1 IMARE

16.1.1 R1E#RE
A TEVE 755 S R 81 (38~687%) (2. 1 H 14mg % ¥ &R IZH)
B#5 L, S SICTHRSESRMEH7HBRBERE Lz, wih
M IIEE R O A TV & v R OIEE A M- T
P EN D05, REMEKZIFEAEHEBEN 2w, 1THH ()
M 5-%) X O9H B (7TH B KERG-#%) O H 75 v & » ol
WLRE (I G A~GREH BRI — 2 1R L2, BRA RT3 57,

IZAN AN

N N

) NI
N HN
C o o
HO HO

N.
) —0~~Cli3 =0
N N

H

AYTHNE Y M-I

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

HERH 58 (ng/mL) (h)  (ng-b/ml)  (h) (h)
HyFH 1HH 55.1£19.9 5.0+£1.1 428+91b) 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-TI 1IHE 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) A V8= A Y FEFIVIZE DHEE Lz (CF¥ftE+S.D.n=8)

b)n=7

1612 MpAH>TFHILE 2 BEREEE AV /Population
Pharmacokinetics (PPK) f 4
TR N T3 - HEA168HB1, A TE M 155 0L e S OF v i A R 2k o
IE R EA306], B RS A 0 D e A 18, R &
I EIEAE R8BI, §224602 545 5722, 886l M Il 7
TN Y CIEENEME T, Y SER RE, IRRGER
(AST. ALT). EHESREE (G2 L 75 =, BUN). I
TIVT I MEROEBIMEDOEHE S TFTHVT DY T T
Ay BAER. AN FT AT T4 L ORENEE R
L 7oA, P dE e (ASTM>40 3 UZALTHE>35) 12 BT %
IIVT T VADPASRIETTHIENMEEINTVEY, [9.3 &
]

16.1.3 EMFHIFEIZFMHER

(hoTHIEfE2mg[F—NnT])
AYTHNY YEE2mgl A =T LT TV AR, 7O A
F—N—FIE ) EREFNGEED YTV Y Y YL FETVE
L CZNZN2mg) R A 1S & HL R P 5 LA
WY (7 v 7FHv s V) REZE L. 155 -3k B)iE
787 A =% (AUC. Cmax) 22\ T90%1E X 312 TREFHF
W 247 o 72545 F. 1og(0.80) ~log(1.25) DHFHTH . HWHID
WS IR S P SRR S 7290,
RYEHRE/ ST A — ¥
AUCo—48

(ng * hr/mL)

ti2
(hr)

12.8%£3.8

tmax

(hr)
4.5+1.1

Cmax
(ng/mL)

BTG UG
2mgl 4 —/17 ]
7u 7L A2

283.1+84.5 | 27.60+7.86

251.5+68.4 | 23.96+6.01 |5.0+1.0]12.5+4.4

(P35 =S.D.)

(ng/mL)
40 -

30 o A YT hE2mg[ A — T ]

—e— TU 7L AfE2

TI9fEi+ S.D. n=24

10 H

be:b ANANERSIS R TANRS o8- 1=
]
T

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

48(hr)

(hoTFHILE fEdmg[F—/NT])

HYTHNY YEEdmgl A =T LT u TV AgE4E, 7O R
F=N—FL ) EFRENIED YTV Y YL FEFLE
L CZhENdmg) A Y T IR O 5 L i
EHARH (H > Ty V) REERE L, 155 N3 EhE
2%85 A =% (AUC. Cmax) 22\ T90%1E X |22 THFHH
W& 47T o 728469, 1og(0.80) ~log (1.25) DHFPHTH b . WHID
WS R SR SRR S 7290

HWERE ST X —F

N AUCo—48 Cmax tmax t1/2
(ng - hr/mL) | (ng/mL) (hr) (hr)
Sy
AYTHNE VG 00| 366 84724 | 33.28+5.84 |5.01.0(11.4%3.6
dmg[F =17 ]
Tu7 L A%EA 22| 382.1+85.8 |35.57+10.77|4.5+1.2|11.4%3.3
(P «=S.D.)
(ng/mL)
50
mo40r
EE L —o— W Y FHIVE UEEdmg[ A =T ]
i e T A4
2 3t
F 0 R S D, n=22
i
2 |
5 0
S
P
E 10~
Il Il Il Il Il Il Il Il 1
0 24681012 16 20 30 48 (hr)

R %R
MAEH 7 > 79N & P REOHER

(BoTFHILagEsmgl4—Nn7Z])

HYTFHNY YEE8mg[ A — T LT uT L AEE8%E. s H A
F—nN—FlEhEnhENEED Y THLE Y YL F TV E
L CTZNZN8mg) R A 1S & HL I RR 45 5 L C g
R (7 7y ) REZIE L. 155 h -3 H)kE
285 A —% (AUC. Cmax) 22\ T90% 158X F32:12 THEEHR
M & AT o 72458, 1og(0.80) ~log(1.25) OFPHTH V. WA D
AW B [ S SRR 729,

WY ERE ST A =%

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

CHIfiE=S.D.)
(ng/mL)
120

100 -

—o— BV FHIVE ViE8mg[ A — T ]
—e— 707 L A8

[’}
(=}
T

P+ S. D, n=21

R\ S F I\ SRR
5 8
T T

Do
(=]

(=}
o
e
o -
o -
—
o
—
)
—
>
[N
=
w
(=}

48 (hr)
5 R
e ¥ 7490V 5 2RO

(BrFHiagiamgl4+—n71)
BTG VEER2mgl A — T [T T L AFE2E, 7 H R
F—N—CE D ENENIEED Y TFINVY Y YL FRFVE
L CZhZhl2mg) RN T 712 H £ B mlRE 18- L C A
GG (B > TV S ) IREERRE L. 55 N3 E)
35 X —% (AUC. Cmax) 122\ T90%EHE X M3 TRiaT
FRAT % 47 - 7245 %, 1og(0.80) ~log(1.25) DHEPHTH b . TH]
DY AR SF R S 720,



HYHE ST A —5

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

N TFHNE U

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

Ta7 L A2 |2

(=}

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

(CF¥Hf+S.D.)
(ng/mL)
140

120 -

100 - —o— AV TFHNE EE2mg[ A =T ]
= —e— 707 L A§El2

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

40 -

R\ S\ SRR

20 4

0" 24681012 16 24 30 48 (hr)
5%
M A >~ Ty RN
IMAE IR ONICAUC, Cmax® 085 2 — %1%, #E 0%

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

16.3 9%

AYTFHINVE e ol 4%t MIE T VT I VIERIH
MLUBOEAMGERZ, EDI29%UETHBD (in vitro)
16.4 R34
UCHUFHNLY Y YLFEFNLVIEIINKRFINIATFS—F
WX DEERB A Ty I RE I, XS —EAT
CYP2CIIZ & 0 FETEPEACHTIM- T AL S 5 A%, AREME I
JEIEBRZICH TNV Y Y Y LFEFNERGLEEEDOM-
I O I i e Je R kSR A~ OV 7 2 o i EE K OY
JRAHEIESR I S . CYP2CODMIEME T & 5 7 ¥ 74
VT Y OMPPRENDEEIIV Ve EZ 55,

/2, HUFH LY VIZCYPLIAL, 1A2, 2A6. 2B6. 2C8.
2C9. 2C19. 2D6. 2E1. 3A4DfCHIEEZ BHE L 2 W (in
vitro) o

16.5 HEittt

ARRE kW M SE HR T (38 ~6878%) 8B, 1o i A BEVE: 1o ML HE S JR
(65~70i%) 661, FFREEE LD WIMLEREBZ 8B, BB L9
IR B HSBIIC T H1El4mg 2§ & I EH S L, 5121
HARSR 3 H7 A B ARG L7z, Wi g Rz k2 bk
B EIT, HURE O N Ty v R IR S
M-T AR S NG, 524 TORFB A Ty VR
M-I OFHEM AR S EIE RS TL1~12%. mikaAREN:
R MEE B TIR10~12%. WFBEE 2 0 5 & B3 TR 10
~11%THH. 1TLAEEITED RV, BFFEEZ S HILEAE
BHEoRhPEERIE, MiE 2 L7 F= 3. 0mg/dLU Lo EE
TWIHHL1.1%. 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 . R BRI 5 AT, RIEMS
MUERE B E WA U R PR S & £k 5 i e A
BE RO S M) WILEE RS & D ICERT R sk
WEEZ b1,

16.6 HENE=RZHJ 2E2E

16.6.1 BEEHRE

BhEE (i 2 L7 =2 1 0.6~3.6mg/dL) % £k 9 I e A
FH18BNCT H1l4mg % BB IHES- L. X 5121 HARSER
H7H B BAESS U 286, b s B VAR & I s o 35
GLIFLALEZRDLNZWVO,

16.6.2 FFEEHRE

HFBE 5 (ICGris : 15.0~28.0%) & £1 5 & i e 8B 1 H 11n]
AmgZ PABZICEPEE L, & ST HARSEREE 17 H B S
B U84, s REEmnEEREORFLIZEALY
EIZFADO LNV,

16.6.3 SinE

T AR RE I 8 1 E R (65~705%%) 661121 H 1 Ml4mg % B 412
MG L. & SICTHRERMHT7H B SRS LA, M

TR AR EERE OB H L 1F L A LRITED LN,

16.7 EYHEEIER

AFN T TH Y AR OB O & BE (54~T45%) 5B v
FHIV Y CEE1IH1M4mg 2 AR ICHIERS L. S 5121 HIRSE
B H7H B RERS LB W T, by o Y Vs
B FHN Y VGG LTS S kv, &
v A YTV Y VO EEAREME S E R T
Py VR PRS- L 72 A L 13 L A EEITRD Sk vz,

17. BEREREAE

17.1 B RORLM(CET 2 KR

(& MmEEE)

17.1.1 EINERRRER

LR E . B MERE O & B 2 EIC, 1THIR2~
12mg% — MR RER Tl38~24 M, —HEMILI AR CTl1X12
SHIE L BMHSG-RBRTI1324~52:- 1, BREE & PE 9 I E M
OV ESE S IMUFSE S 3B 5 3ERTIE2~8EM . I35 L 22 Bk
ABIZ BV, BRIERNRAFMN S N2 S MLERED ¥ 4 TR
RIFIRFEDEBY THHWU2,

S : T TR 0%
RIS 4 A et | AR RS
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)
TR E () FIUERE | 63.4% (26/41) | 72.2%(26/35) _
' TRV S LA SE 66.7% (22/33) 73.3% (22/30)
& s 72.4% (663/916) 78.1% (663/849)

SNGRE I E (-20mmHg A F) & OFEaR i+ (-10mmHg 2L 1) % {72335
A FIE (F13mmHgPL L) 252354, HAHviE. THREMTH -
T, 150/90mmHgA M (7272 L, BFBEE 2 01 5 B UL O ABERE Tld,
140/85mmHg i) (2 FIE L 7234

k. REVEEIEEESE 2R E L HERILERB O
By AV TFHNY VEOEHEDED STV,

(B LARE)

17.1.2 ERNE THEHR
BYEOALEDBEZ LRI, H > FHIVF e Hldmg % 2~
ARG L, Z0%1H1A8mg% 248 A% G- L 72— H B Mg
RER (T TR OFER, T v IF T vy AW E R ER]
THEBENTVDED, HLVIZEERINZ LN 5 BEH I
L7 v VT vy VEBMBRIERICRZTH TNy Vi
NIET 5 LR &G LB a0l DASIEIRO W & 7 7 B4 | *
DOFRBNEH ¥ TN T U EERGHE4.6% (3/656) TH D, 7T+
RHE30.3% (23/7660) [ LA FICHIHI S, h v FHIV Y v
DEMUENBDLNT VD, B, LB TE, Y¥r U2
K (52% ). FIRFA (83% ) A ST b,

SOOAREIERO B X ) A - A ET 284, doVvid, OAE
B (Al FURFL, REEIRIAL 7> V47 ¥ 2 v BB E
RIS O AT OB - BRI & 47 K923 A DR b [ B
DU % RS 5 p 7 & IR DAL &P L 735

NYTFHNY VERGEICBWTE8.9%, 7T REGHICE
WT51.0% IR A O 8% 2 S LRWER A A S vz, F 72,

DAREOEALITHED 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 ., 7I9e R
BB (38 A D ize 2D b v TN il
TSN/ LEEME), MHEOERE L CHRED MRS h®,

18. FEhEEIEF
18.1 {EHHF

HYFHIE L Y LEFEFIVORREMEI, AR TIRIGE R
2B THR P THIK G S G EACH A T v gy v e
D, BRIMEEEGOT v IFF vy D84 71(AT) %54k
WBWTT v IF Ty TR L. 2Ok I
HAEIHT A2 L&k o> TET 2 RMMERIOKTICL 5,
EHIC, ATIZAERE N LZEIECOT IV K AT a vkt
S HIHEIER b BEEERIC—8S5 L Twa L E 2 5h 528
(in vitrov in vivo(F v 1))o
18.2 LZ -7 IVAT UV RICRIFTHE

Ve MLUE iE BB 7400 (AR BEVE S MU AES6HY . BFRE S 2 0F 5 i UE AE
BEIH)) 5 c, H v Ty YT H 1B ~12med KAE
HaRBrofEE, ML = Uitk mE7 v V5o v v Tl
ROMEET v %773 v TRED ERAMAR ST 519101516



18.3 DIMITENRE. BEEERORMAEICRIFTE
ARREVEm TS B 1082 MR, B > FH vy Vil 012~
mmmﬁ@&ﬁmﬁ%\Wﬁ%m&\%%ﬁm&wﬁT\ﬁﬁ
b%ii *mmﬁmmmﬁéﬁﬁgﬂtm VDA,
R 45 55 0 U A %%#&%n&w AR FEVE 5 1
!I{".Fﬁﬁllfﬂ 7 /7"‘1‘)1/ 57 41 H1E12~8mgd FAEHR 5- DR
B BRI S BT, B, SRERRIR A R
A HIVE I E 2 A 5 AREV S ERE B 15, 7
/%‘WW /%51 H1BI2~8mgd BAEH 5- D%, BEER IS %Hiﬁ
MR L A S N W83,
18.4 B OREBEOOMITHEEFICRIFITE
B OAEOBEENRIS, H Y FIHVS VEEIH 1 4mg% 2~
ARG L. ZD#%1H1M8mg % 24H ¥ 5- L 72 kb
(T 7 2RI OFH, T I F T vy AR FE R EH]
THEBEENTVDEH, HDLVIZERINZZ L0 H 5 BE I
L7 vV T7 vy VEBRBRBERNCEZ T TV Vi
RiZ7 I RZ2HE LA, H Yy FHVy ik bGHTh v
TN F v GEPEG-IC  UBR 51 O A5 2 B0, A S K
HER LWL BRI BASN TS, T2, AT
Py P T T T AR GBI LB 45T o0 A T e
e K O ER I DA A P IR BT 30,

19. B ICEAY 2B EERIAME

o UOE =Y S IV i 0 AN A VE B 2

(Candesartan Cilexetil)

(1RS)-1-(Cyclohexyloxycarbonyloxy) ethyl
2-ethoxy-1-1[2 * - (1H-tetrazol-5-yl) biphenyl-4-yl]
methyll -1H-benzimidazole-7-carboxylate
Cs3H34Ne¢Os
610.66
At A ORE T UL REOBR R TH %,
AaEHERE (100) IZRRE TR T 2T —iZeR

154 ¢

AFH
AFE
A

WFIC L, 7 2= (99.5) 12z <, KIZiE
LEAEET RV,

KD A F 7 — Vi (1—100) 36N E2 R S v,
2DOHN5,

ESTIES e 2 A
1EZEEEX -

22. Q%
(hoTFHIvaggemgl+—n7])
(PTP)100%¢ (10%¢ x 10)
(BoFHIaoseamg[F—NnNT])
(PTP)100%¢ (108E x 10)
(BoFHiaegEsmgl+—n71)
(PTP)100%E (108 x 10)
(BrTFHagizmgl4+—n3>])
(PTP) 1008 (10% % 10)
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