* 2024478 A AT (382h) D8

2023412 7 22T H AR g i o3 JE 7
872149 ($¢2mg. $Edmg. itSmg $£12mg)
B SREE 872179 (§t2mg. $tdmg. $tSmg)
BRI : 34 , . . .
A BERES (LY - ERSOLFEIC L)V ERT L2 E) fi2mg Sedmg 5E8mg 5t12mg
K 78 % 45 | 22600AMXO1156 | 22600AMXO01157 | 22600AMX01158 | 22600AMX01159
i 7% Bk | 201448128 | 20144E12H | 201448128 | 20144R12H
BEg7 o o472 00 1 S8/ EERE
AAERA HoTHILEY SLXEFIVEE
HIFHIVT iE2me "IN
BITFHIVT i bme "IN
AITHIVT/#i#E8Bme 7N
BITHIVT /R 18me T T,
CANDESARTAN Tablets
4. BEeXIIHR

2. ER(ROBHICEIBELEVLIZE)

2.1 RH OB x LSBUE OB EO & 5 B E

2.2 ﬁ%li&%bfwéT EED & 519 .55 ]

2.3 7V AX L YT <)V & B b o BE R B
(72720, MoBEEEEZIT->Ch R BIMEDT ~
Fa—VF LLSAROEBRE 2K L) [10.128]

3. #ERK - MK
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[11.1.2&H]

9.1.6 KEFIRAMEBEIIAEERAROHENH 3
BE

(BHEOTE)
W\BEOIMITET 2R &, ERPEATLBZ R
Hbo [11.1.22H]
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5 T BUN., 7L 75=
YO LH, EAR

*|Z DAl R B |[IK) by Al EE, B

S, SR, ‘«%J“ PRSI | B

. %, e ) |5 A

AER, FBaL AT
— )V L&A, i

CK_ k5., CRP LS.,

A R EE -5 I

b A/ & )

(LT £)
BIEOA B TIEEMEFNIC LB 5 A 55
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TN K OIEEEA M- 1L 25 S 415 75,
REMBTIZE AHRE S 2w, 1THH #EHS
%) K 09H B (THHAESRG%) oH > TV sy v o
MmAEEEKOEBY T, HH54~6HMRBICE—2
K%Lt%\@&tﬁTﬁé“
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554 6 8 10 12 24 30 (h)
BB oW

Cmax  Tmax AUCo-30n Tiza T2
(ng/mL) (h) (ng-h/mL) (h) (h)
oo 1JTH 55.1219.9 5.0+1.1 428+91" 22+14 9.5+5.1
HYFENY Y
oo OH H 57.7£14.1 4.5£1.3 509+151 2.0£0.7 11.2+7.2
e 1[H 8327 8.0+1.9 136+48" —— 8.9+2.6"
oo 9N H 10934 6.8+1.5 197+64 —— 13.7+6.19
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OIS NT22 886 H oI v T vy R
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fE>40 X IZALTIE>35) I2BF 227 ) 7 5~ AH%45%
BT 22 EEESN TS, [9.38]
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EENFNOTUT LA R 7O AL —N—=E|2L)
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H L CIEdh s v S8 v GEVER ) e 2 0
EL., BONEYHHE/ ST A —% (AUC, Cmax) |2
DT 90% 12 8 X 22 12 THRERHIRANT % 17 - 7245 5.
log(0.80) ~log(1.25) ®&EFHHNTH v . MWjH| DLW
Y[R Z i SRR & 72
720 By FHIVE vE2mel ¥ i, [EESE
7 B R EIEBH O R R SRR A N T A
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HENT A—=F

BHEING X =4

AUCo-3 Cmax Tmax tie
(ng-hr/mL) (ng/mL) (hr) (hr)

BLTHNY 2 as g0+ 18570 | 56812050 | 515+088| 393+061
Sidmgl 5+ | 25380 % 18570 | 563122050 515038 | 395=0

THTVA | 51686+179.19| 6039+ 1792 | 455089 | 360+053
5/, 4mg)

(Mean*S.D., n=20)

(ng/mL)
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707 —e— AT HILAL fRAmel BF A

-0+ TAFV R (ERH, 4me)
Mean=®S.D., n=20
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AUCo-36 Cmax Tmax tie
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72T HN Y 161 49+49546( 10780 £ 33.24] 520 =128 | 515+ 178
$E8mgl ¥+ ’ ‘ ’ R ’ : ‘

Ja7 LA

o 1154.50+346.46|115.98 +£31.34| 440+ 0.94 | 486 +0.99
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160
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(5%, 12mg)

1693.20+42598|150.27 £ 38.85( 479+ 1.23 | 5.92+1.43

(Mean=SD., n=19)
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5 %R
MAE PRI NIZAUC, CmaxZE0 /89 X — %13, ¥
B OB, AR ORI £ - RS 0 B SE1C
Lo TR DRSNS 5,
16.3 216
(MCI1A v T IVs v & e holiiiE. 4% g7 v
T VRSN Lo RO B HE AL, £ 51299%
PLETH 5 (n vitro) .
16.4 X

N THNE Y L XFEFIVIEANEFVIVI AT
T —BIZEXVIEERE S > T vy SIRE S
E B AICYP2CIIC & 1) FEFH AR M- 121X,
HENL, AEMESMELERE I YTV v
VLEEFNERGLEEOM-T OIMMAEE K
JRAPFEI R S > TV & v oI R K OR HE
MR . CYP2CODBIZ LRI L B H v 5
FVE COMABEENDOEBIIVnwEEZ 6N,
T, TV y VIECYPIAL, 1A2, 2A6,
2B6. 2C8. 2C9-Arg. 2C19. 2D6. 2E1. 3A4DLH
WEEEBRE L v Gn vitro) o

16.5 it

A RE 1 7 U i R (38~ 687% ) 81, 7o b AN A 4k 5 1L
JESE BE (65~705%) 6651, B E % 1F 9 S IEESRE
1861, R % k5 B E 8B 121 H 1Rl4mg %
FlERICHEIES L, S5IICIHAEBEE7H B
BG L2k, Wb R I RZ bR T &
N, WERBOH TNy v OIRIG A
WM-T2HEE SN Do Be5240M £ TORP S 7
Fovy v R OM- 1T OFEHEMN I AR REVE & I B
T11~12%. & iaARE g B i E B CTld10~12%.
JIT B 5 % O W IMEE AR THRI10~11%TH 1) . 13
EAEETBD R BEEL ) ST ESSE O
PRAPFEIER L, &2 L7 F=3.0mg/dLEL LD
HTIZ1IAHL. 1%, 9 H1.8%T, M7 LT7F =
1.5mg/dLAm O EHEREIE#H B TIZ1H H6.8%. 9H H
9.3%Td -7,

VLo AR G-RE D I A I . TR HEE 2 5 AT
AREEMEE MEAE RS, SimAREEIIEESRSE. T
[ 2 O I GE B N OV R E A ) S E
BELLIZEBMEZEO N WEEZ 5N B0,

16.6 HENERERI 5 8E
16.6.1 BEERE

HEEULE 2 L TF =Y 10.6~3.6mg/dL) £
o ML R 186112 1 H 1Ml 4mg % 8 A 12 12 [l 4 5-
L. SHICTHREREHTH MRS L2%aE.



M AR S M E R E DG 1T e AL E
FED SNV,

16.6.2 FFEEZ=HH
FFIE 2 (ICGrs = 15.0~28.0%) % ££ 9 B IMLEE R ES
BT H1E4megx BiE R ICEES- L, S 5I121HK
WL H7H M ERS L a, iR AR RE
EMTEEZEOREG LT ALEITED LN WY,

16.6.3 EEpE
T R AN BE 1 T U i AR (65~ 707%) 661121 H 1M 4mg
ARG L, SSICIHREZENTHH
BAES G- L7286 I i BE 1 AR R i M
DFELITEALEEIRO SN WY,

16.7 EWHEEER
AFNYTxR Y AT OEEOAEEE (B4~T74
WOBBICA Ly v L F L F sl H1E4dmg
ARG L, S5 HRSEREH7H X
FHRG L72FcBW T, My %2 ULy~
FHNVE v L FREFOUEEIER G L TR
FEO LN, T2 By FHIVY oI R
REEGEMTERZICH Y FH VY LT
e MRS L oA L 1T E AL EIZED SNV,

16.8 Z Dfth
AT THIVE EE2mgl ¥ FXR]. ATV Y U
dmgl 7 F X, BTV Y Y EE8mgl ¥ T
VS VEE2mgl & F NI, HARSER T E SR
REIZEDONTH Y FHLY Y L XFEFIED
BHEBICEES L TnD I e MR I TW ALY,

17. BREKECHE
171 AHERVRLEICET 555
(@& EAE)
17.1.1 ERERKEER
EIEE, BEEESITEED &L EE 2512, 1H
1E2~12mg%x —REERHER Tl38~24:H [, —HEMK
HBGEABRTIX128 M, R5-35RTI1324~52:8 |
B e P ) v LA SRE R OF B v U RE L 43 0T & 3
BRCid2~8E M., #IHxG L2 RREEIC BT,
FEFERN R SR S N7z S IEIE D 8 A 7T hl AR
U(%@ L B p) w@ae;)%lo,lz—zmo

N : AR (TR0 %)
BIEIED S 4T e 2 &b [T W R R <
nggﬁtjiggggff 72.6%(606/835) | 781%(606/776)
TE S ML A 775%(31/40) 83.8%(31/37)

BIE & fF D) BIUEAE | 634%(26/41) | 72.2%(26/36)
 BEEMERIER | 66.7%(22/33) 73.3%(22/30)

& &t 724%(663/916) | 78.1%(663/849)

s IUHE A 1 (-20mmHg PL 1) K 095 R 8 1 (-10mmHg BL
b)) &7 8a . FIIME (-13mmHglL b)) % i 72 3354
H DLV, FTHMENTH - T, 150/90mmHg i (7272 L.
R S A R O B I E 0 A BEEE Tl 140/85mmHg A i)
CREIE L7858
B, AEMBMEERELZNRE L _HEEMHRIL
BB ORR, RFHOFHAESBO LN TS,

(BHELTL)

17.1.2 ERFEIEHKER
BELAEOBEEL TR, Ay TFH LYy Y LF
tFVEEL H 1M 4mg % 2~ 4 A% 5 L. ZO#%1H1
M8mg# 24 M5 L7 “EEMRILEHE (75 R
XTI OFER. 7 v I d T Y B EHER TG
BEINTWED, HAVITEEINI-Z ENHLHE
BN LT VAT Yy AR ER ISR T
ATV Y YL FERFNVENIT ST RERS
L7238 DN UDAREIEIRDO I & 72 BAL * O 588 7
YFEHNVE v UL EEF OV 4 .6%(3/6561) T
N, 79t REES30.3%23/7660) 12 HA~E E 2] &
N, BTy YL EdF e F VDRSS

LNTWh, B, BB Tlx, ¥y ) A8HA
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WU % W59 56 70 EERENEAL & B L 725 E
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OREZECEERLRA LN, T2, LAEDE
LI EED e WLIE R DA XY F3H VTV y »
TLFLFOVEICA COEME), ERkEL. —miE
AR MAEZE) . 7T b REEIC 200 (FEAR A2 E A~ D
PTCARGEAT, WHEZE), EEZEIWERHR Y 7L %
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T AREETLIE (T ZIRIGEEE) Aoz 2TDHEA
CFEYIVE v U LFR B FIVEETA S N E M,
I ZEORIT & L CIBEP MRS L7z,
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18.1 fEA®ERF
TN E Yy YL EEFVORTEERIE. BN
THLIGEAE 2 3 W THE R 2 LK 20 15 & AUTG T A 3
WhyrFHvy ek, FIZMEREHOT P
v ryA 84 T1IAT) BERIZBWTT vV F
TN EERL. Foiil & Il % 5
422812k TAETLZRMMBFERITOBKTIZX
bo 612, AT ZHEEENLEIBFTOT IV AT
O s A EEIER b BRI —3 B 5 L
TWbBEEZSNDE5 (n vitrosin vivo(F Y 8))e
18.2 LoV-TUIFT VIV RICRIFTRE
55 ILFE JE R 745 CRREVE S I EAES6 B, B8 55 - )
I EIMERERE18H) ZXRI, BTNy v v
L&t U$El H11~12mg? RGP 55 Ek 0 #G 5
MAEL = . g7 o7y v TiBRER
WIEE7 o oF 7 v TEED FABAR LT
%4,6,7,12,13)0
18.3 AL MITHEE, BRERVREOTEICRIFTZE
AR MEESEELIOf R, BTy v
L FOVEELHIR2~8mg?D ARG OfEH. I
MEEME . VOEMME KT, AREOHEE, KR
MAERPTO WA DA S 7Bz, OFaE, A=
I TS5 0 AR BEME 21X BN A S N\, REEMH:
EIEEREZELIBICH > FHNVy v YL F T I)ViE
1H1E2~8mg D FAEF5- D f 5. FEFHRC & B M
. B E. SRERMEEEEISZEIE A SIS,
MR E L A3 L AR S M EERZELRNC, 7T
Hy > U FELFIUEELHLE2~8mgD K iEHK 5 D
AR BEEERC D NI R BT A S e WA
18.4 BH¥OTEEBENOMITHREFICRIZTE
BELAEOBEE LRI, AT LYy Y LF
Y FIVEEl H1Rl4mg% 2~4 A5 L. ZD%1H 1A
Smg % 24 MM L /- —EE ML (7T & Rt
W) DR, 7T oo T vy vEREEHER] CHE
ENTVELR, HOLWVIXREINI -2 E2H 5 EE
LT v F T vy R REILERNCEZ Th
VFEH VY Y VLFEFALNIET T RS L
W, Wy T vy s YL dbeFURGETH YT
FvEy U F LT OGN LR EOF =
N, e SRR IR M VLR o B B e s
DBALNT WA, T2y ATy sy Y LdEF
WEGHETT 7 RS LRIl o F &
Whn, S NGE R R VOISR 0 B 3 A h
AHLNTWD,

19. B3RS ICEAT 2BLEMMR
—WEIZFR  h TN E Y LT
(Candesartan Cilexetil)



1b544 © (1RS)-1-(Cyclohexyloxycarbonyloxy)
ethyl 2-ethoxy-1- {[2 ~ - (1H4-tetrazol-5-yl) biphenyl-
4-yllmethyl} -17-benzoimidazole-7-carboxylate

53 F-3 1 CssH34NeOs

5f= : 610.66
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AF )= VEE (1100 ettt 2 R & 2w,
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