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W WEFICB I AARFNOENEIIHERINTE 5T KAL
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T F I ELT0.05~0.3mg/kg %R OHET 5,

BE. 6RUEO/NEICIZIHIEA Y THILY Y Y LFEFIL
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Lo BIMFHEORD R ARBME S BEDETIC LD 23 I BHEEE
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WEESPOEZELVEH SN ABE2RE. HHIETSZ
Lo BA) T LMEZEEIELBZNDTDH 5,
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VI Ty VB RERIBER RS SNz BE TEKERAIE,
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11.1.8 BEEMRRN (B AREH)

FEN, M, WEIREE., FEIXREEE2 O BEEM AN S S
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BREARVE VEIOBREEOWE) 2 LE %
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REEtE I ERE R ESH] (38~68m%) 2. 1 H1E4mg% 8 &k Il E &
5L, S50 HARERER7HBKERS LZFE. W s MHICIEE
HREIIOH > TNy » ROIEEERBIM- T PHRESNE 5, RE
bRz EAEHRHEEN 2V, 1HE (#EH%RS5%) RO9HE (7THM
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0.1~ 5% 0.1%:% N
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\ TR, EEM, AR, R - 7 ONCl .
ﬁ%%ﬁ%,ﬁ\%QL@h@ PR D> L MU N ¥
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LDH. y-GTPO L& pyFg| 1HB | 551£199 | 50+11 |428+91% | 22+14 | 95451
HIm, HmEkEd. g v OHE | 557+141 | 45%13 | 509+151 | 20407 | 11.2+7.2
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2o |7AEF BIVAT 10 ol e e (BRI A BT IEN 16801, AREMEE M ERR OB M A RS UER B E
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7. CRP_LF. MHREE 8B, 224172 518 5N 722,886 D IH F1 > TH IV 5 BERIEME
LR MEE Y D RV, M Fp. (FE, FFREEISE (AST. ALT) . BHGEISE (1
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E. BHEERERUVENSESH 5bNd <, ME. BHEE
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T o R
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Wi ¥ GTPLR Lt
: AR e S
N EIFES. MR
=1 JB:E%,'_N‘ JUVT7F=ZD EHR
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B7L7F=>, BUN) | 7L I VEROENEOERE S VT
FNEY D) T TR, FHEER. BRENA A TRA )T 1 &
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16.1.3 &E4PF N EEF AR
(AVFTILIVEE8mg [YILINS] )
N THINY UHE8mg [YINT ] ETu T L R§E8%E ., VU AT —/N—
HFICEDZENZNIEE (K THLY Y Y LFLFILELT8ME) %
RSB IR O RS L CdEh 7 o FH )Ly VBE & RIE
L. §on-8EMEhiE/$5 X —% (AUC, Cmax) K2\ T 90%EHEX
MRS THEHRIT 24T 5 728558, log (0.8) ~log (1.25) O#HEANTH
0. WAEMZENRSES RSN
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—— DT AE8Ma IS ]
o JOTLZEE8

E
2
Sgo |/
it H
o
N 60 H
i
>
I
i 40
A
i 20
3
g 0
0 10 30
% B hour)
AUCy . 50 Cmax tmax tis
(ng + hr/mL) (ng/mL (hr) (hr)
HYTHILY VE
8mg [V AT ] 989.7 £208.8 | 93.4+£20.7 | 45+0.8 | 7.7£1.9
Ju 7L A$ES [1107.5+231.01105.8+23.4| 43+1.2 | 7.0+1.7
mean=+S.D. (n=20)




HYFHIVI VEE12mg [YILNS] )

N THINY UL 2mg [YUNT ] &7V REE2%E, 7O A4 —
N=EIZEDENZNIEE (WO THLY Y Y LFEFILELT 12mg)
RSB FICERREEROKRS U TR > 7oLy VREZ
HE L. Bon/-Ey#e 5 2—4% (AUC, Cmax) IZDWLWTI0%IE
FE I CRERTARIT 247 - 7o 455, log (0.8) ~log (1.25) O#&FM
THY ., WAIOEMENRSEESTEERE SN .

120
- —— AT HILE AR 2mal VIS |
E 100 —o-JOTL 25812
o -
j
< 80 A
0
L
S
o 60
>
™
£ 40
o
F 20
B
- 0 10 30
B B hour)
AUCq . 39 Cmax tmax tia
(ng - hr/mL) (ng/mL (hr) (hr)
HYTFHIEG U
12mg [V 1) 1109.1 £259.0|101.2+34.1| 46+1.4 | 82+2.5
a7 L A%ES [1037.5+261.9| 94.2+375 | 46=+1.6 |10.9+£5.1
mean£S.D. (n=16)

MAEFEEN ONCAUC, CmaxZEn /85 XA —4 13, HEBEEOER, R
DOFREEIEY - BREISORBEMFIC K> TRZAAHEELH 5.
16.3 10

[14C] hoFHLy v & FOIME, 4%k MIET VT I UIERICHE
MUZ-REOBEBARIL, EBHIC99%LL ETH 58 (in vitro) »
16.4 X34

HYTFTHNT Y Y LFEFLREALRFVLIAT T —HI2 L DIEENR
BN L TFHILY ICREES N, & 5IC—EACYP2COIC & 0 IEEHER
FYIM-TICRB SN B D, KEBESNEESREFICH > THLY Y YL
FLFINEEELIZE EOM-T OMPEEROCRFPHRHRIE S > 7L
& v OIAFEE R ORFFEIRICHAEL . CYP2CODBENZEIC X
BAVTFINY v OMFEEANDEEIDTVWEEZ NS ,

F7z. HYFTHLY VIZCYPIAL, 1A2, 2A6. 2B6. 2C8, 2C9.
2C19, 2D6. 2E1. 3A40R#EEZEE L %W (in vitro) »
16.5 HE;ttt
AEEEMEERE (38~68k%) 8fl. S ARESMEERE (65~
705%) offl. BREER (LS BILEERE 186, FFEE* 4> SIMEER
EH8BNCLH 1 EAmg 2 HARICHERES L, S 511 HikSEf%EH7HHE
REHBS L, WENERPICIERE L EEEE SN, FHEAREY
DN THNY Y ROEEERBIM- T PS5, H5248MF T
DORFH > TFHILY v FOM- 1 OB R IR EEEMEERE T~
12%. SEARESNEEES TIZ10~12%. FFEEL LS Sl EES
FHTHIO~11%TH Y., 1FEAEZIRED R, BEERMES SIMERE
BEORBPYHIRIE, MEY L7 F=>3.0mg/dLU E0EETIZIHE
1.1%. OHB1.8%T. IiE~7 L 7 F=>1.5mg/dLAH D EHAEEH 5l
TIX1HE6.8%. OHHE9.3%TH - 70

D EoREHRSROMFEE. RPIRERD S AT, AEMES M ERES
. ARhARESNEERE. FRELZHOSOIEERERVOEREZ
ﬁé%mﬁﬁﬁﬁt@ugﬁﬁm%wen&u&%z6ﬂ6“»
10) -12
166 HENERZEITIEE
16.6.1 BEEEE

BfEE (IMiE7 L 7F =2 1 0.6~3.6mg/dL) %> S EERE 18
IC1HEAmg = HARICHEIRS L, S 5121 HkEREH7HBERER
5Lt%é;m*%gumﬁﬁEMEﬁﬁﬁm%Qt@ahEiu%
sREVID
16.6.2 FFlEEEE

fFEE (ICGgrs - 15.0~28.0%) %> &MEESESHIC1H1[E4mg
EEHERICHERSG L. 35101 HIRE%EB7HERERS L25E.
m@%ggfﬁﬁ%mEﬁﬁﬁm%é EEAEEIROLENE NI,
16.6.3 S

RS EMEERE (65~705%) 66IC1H1[E4mg# BHERICHIE
BE5 L. SHICIERERER7HBKERS LEE. MAPREIIAR
HEMEEREDEAEEIZEAEETREDSNZNI0
16.7 EMEE{ER

AFNYTFY AERF OB OAREE (54~745%) SHICH > TY
L&Y v LEREFILIAEdmg 2 HARICIERS L, S 6121 kK
HSHEA7HBRERS L-BICBVWTY, MPYIF Y VBB YT
FIY Yy T UFEFIUIEREGRICHE L TEMEES s hzwv, 7z,
A THIIVY OMHFBERRAREENEEREICh Y THILY Y &
LELFLEZRIMES LZGAELIZEACEERD NN
16.8 ZDfth
<HAVFYILI VEE2mg [VILINS] >

ATHLE vE2meg [VIUNT ] E, AV THILY $E8mg [V LN
T EEREEEHIE Lok &, BHESHSRSE S SN, EWFE0NIC
[ Az EnE=Y

<AYFYILI ViE4mg [VILINS] >
HYTHILY VEEAmg [VILNT ] &, B FHILY V4E8mg [V LA
F] EEREEBFEIE Lo &, BHEHPRECHE S, £PF0IC
FEE&E A5

17. ERFRAR IS

171 BHERUTLLMICE T B 5HER

(EIMEE)

17.1.1 ENERERER

EMEE. BEEESMEEOSEEE Z6RIC, 1HIE2~12mg%—fi%
HRRB CIE3H ~ 24K, —EEREBHETIZ12EH. BHESHR
B Cl324~52:8. BEE %MD SMEERCEESIMEEICB T S
BRCI32~ SR, BOBE LBRRERICBWL T, BEDRS TS h
TEBIMEED Y A TRENRIZRED EBY TH B 16 29

. BOE ([TH] *0%)
BIEEOY 1T rere] x50 | THErE] 2Re
AREBITE | 726% (606/835) | 78.1% (606/776)
EEE MR 77.5% (31/40) 83.8% (31/37)
BIE LS BIERE | 634% (26/41) 72.2% (26/36)
BEEMEMESE | 66.7% (22/33) 73.3% (22/30)
& &t 72.4% (663/916) | 78.1% (663/849)

MUGEIAME (-20mmHgPl F) ROWRAME (-10mmHgbl k) %3
Z9EE. SFEME (-13mmHgbl B) #2988, H50IE. FEE
M TH->TH, 150/90mmHgA (7272 L. FWEEZ 45 SMEED A
BEEETIE. 140/85mmHgA ) ICHEL-Be

nH. AEESNEERE 2 0RE L —EEREBRBOKE, />
FHLY Y YLFEFILOBFBRENIZD LN TN,

(BDAE)
17.1.2 EINEE MAREHER

BEOALOBEENRIC, HoTHILY Y T LFEFIL1IALELmg
Z2~4HEBERS L. 0% A1 E8mg% 24 AR E L ZEEHRELER
B (7St ARME) R, 7o I4 T2 Y U ERBEREERTHES
NTVABEYD, HEIVRBBBEINLZENDHIBFHIIHLT Y IFT oY
VEBBERAERICEATCH Y TILY Y Y LFEFANR TS TR
G LS5O [DASEROHES »2E] *ORBEIEH Y THIL
vy YUFEFUESELE% (3/656]) THO. I REE
30.3% (23/76fl) IcH~NFRICMH SN, hoTHLYY YL FE
FLOEREDIROOSNT VS, %B. LEiBETld. YF¥5 1) 28H|

(52%)  FIRA (83%) EASHHASN TV,
SODARBEROE(LICK D AR - B2 ET 558, H50IE, DAR
BEA GRLAL. FIRAL. REIRRAL. 72047 > VEBRBRIIE
AL O MENLERA) OB - WEALE 21T\, H2EMBLES B
B Z RS HI5E 7% EFRESE(L &R L ZI5E

AVTHNY Y LI FUBREEICBNT58.9%. /IR Rit5H
IZBWTSL.0%ICERBREEORE 2 ECEIEASA SNz, 720 D
REDEBEIHEDZVWDMNERDAXRY M AYTHLY Y v LFt
FILVERICAG (DEME), BHEEA, —BERRREE. NFE) . ot
ARERC20] (BIRAEHAOPTCARE T, MiF%E) . EELEERA > T
PILE Y TLFEFURTH (BREBEE. §iEE) . TILARET
16 (+Z38BEE) #bNize TOIBHYTHILY Y Y LFEFIL
BTHLNIDEME. WEEOERE LTSRS N30

18. ENEIE
18.1 fERRF

N TN v T LFLFILVOREERIZ. EEATRIGEREICB W T
R ITHKD RS ERRE S > Ty > Lz, EICMEFE
HOTIFTF NI4T (AT)) ZEKIIBWIT Y IF T
VI EER L, 20N o ENEERZIR T2 &Ik >TETS
KMEMEBRTOBETRICE S, S50, AT ZBMEZ N LEEIBETOTIL
R 270 viEficxt 3 235 ER & BEERIC—HREE L Tw b EE 2
5n%30 -3 (jnvitro. invivo (Fv ) ) o
182U V-PUVIFAT VI IRICRIBFTRE

BIEEEE7A] (REESIMEESOH. BREE2 M SIMEEEE]LS
Bl) 2XRRIC, HOFHILY Y T UFEFILIELEL~12mgD RER
SRBOMSR, ML = ViFEE. M7 > o470 v 1 BERCMmEE
FUIVFTFUIVNBED LREAHRLENTNSY 101D 17) L 18)
18.3 DMITENAE. BHEENRURITECKRIFTHE
AEEEMIMPERELIONZNRIC, HoFHLyY YLFEFILIAL
2 ~8mgD REH G OFER. WHREHILE. IRAMEDE T, ZZ D
EHE, AEOEEROBD P AL NMICIE, DIAHE. ZEEERHSE
EODEEEEICIIREPA LNV, AEESNEEEELIFICH YT
Py TLFEFILIHIERL~8mgD KE#REG DR, BERICH
BMERT., BMRE. AREEBEICEEIASNT . MNEREZ
B AAEEEMEERELSHIC. HoFHILy Yy YLFEFILIAL
E%;igmﬁﬁ&ﬁwﬁﬁ\%Eﬁu%%ﬂﬁ%u%@uﬁaﬂa
") - °
184 BEDAEEBEEOOLMITHEZICRIZTRE
BEOIMEOBELZHRIC, AV THILYY LFEFILIH]IELmg
w2~ A4S L. 0% H1[E8mg% 24 ARG L - —EEMLER
B (75 ARg) OR, 74T vy U EBERIBER TRES
NTVBEP, HAIVIEBESNZIEDNDHLIBEICH LT VAT v
VEMBRHERICEATH Y THLY Y YLFEFALRIBTSTER
BERELIGE. Y THLY Y YULFRFUESHTHYTHILY
Vo Y LFR e FOVESENCH LB E OB B 2Bk VD 0F
BRBIOBHAOENT WS, Ty HVTHILY Y YL FvFILEER




TT I RHEEICH USRS E OB E 2 iK% DD IE8H 0 & & 72 5
PHHENTNS3T

19. BMRS (CRT B IB(LFEHR

—MRETR: H > THILY Y YL FEFIL (Candesartan Cilexetil)

E%¥&: (1RS) -1- (Cyclohexyloxycarbonyloxy) ethyl 2-
ethoxy-1-{ [2 " - (1H-tetrazol-5-yl) biphenyl-4-yl]
methyl}-1 A-benzimidazole-7-carboxylate

ﬁ?it H C33H34N606

DFE:610.66

M K BEOERIEREOW KR TH S, BEEE (100) IP0ET
R AY T TR REIFICL, Ty =)L (99.5) I
BT, IR EA LB T 5. A ) —)WER (1
100) 3FekEE RS 0, BRESESRO SN,

{EFEER
o H CHSO /O
0/\0)\0
=N
—=N
RUBHBREE
22. g

(AYFBILI ViE2mg [VILINS] )

PTP : 100%E (10 $&x10)

(BUFYII ViEdamg [YILINS] )

PTP : 1008% (108X 10) . 5008F (10%EXx 50, 8@HIAD)  NF
5008 (FZ/EAIAD)

(hYFBILI ViE8mg [YILINS] )

PTP : 1008 (1088x10) . 500%E (108E x50, $ZEAIAD) « NF
5008 (RZ/EAIAD)

(hYFHILI VEE12mg [WILNS] )

PTP : 100%% (10 $&x10)
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26.1 BHEHRSETT

BERERERITT

AifFtHm RSl TEI6E]LS
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