20244F 3 HET (5 1 k)

B SR
BREE - 34

BAREERIEES
872149(5E2, 4. 8. 12mg)
872179 (5¢2, 4. 8mg)

ARES BR5CRLA
$E 2 mg | 22600AMX01020000| 2014412

Bl 7 v Y 7 v v v DRSS | SE4mg |22600AMX01021000] 20144129

BAERSL 5>

FHILaL ILEEFIVEE $E 8 mg | 22600AMX01022000 | 2014412/

JL 2 I s ) $El12mg | 22600AMX01023000|  20144E12/

132 _"'!j'lllg.mezmgF_ﬂ]J
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NIV ) 8=

CANDESARTAN Tablets “SANWA”

NoFPIVI =12 =4) g

B EE—RMEOMTEIC I VT2 L

2. BR(RDEBEEICEIBELEVI &)

2.1 AHORSIR LB BUE O B O H 5 B

2.2 HEIR IR LT AT REVE D & 2 (95 SR ]

23 7TV AX L v 7 VR 2 B G- ORI B (7272 L
MOBREEHEREEIT-> CTHRBIMED T Y P — V2L
CARROBEZZK ) [101 2]

3. #HRk - MK
3.1 #HB

i Y TN T GE2mgl = Al H Y TFHNE gEdmgl = A

ey |FETTHB LY > 705 > NG THR 8 > 795~
7 YL ¥+ FV2mg ¥ L%t F Vimg

FLBEAKFIY, D-~>v= b=, bYEVIATTFIT Y, ATTY
WA | VB BTN T s —AbF Ty, e FrdF v suiikra—
A, 77 VEiEENa, A7 7Y Y #BMg

Wioe % B THNY YEE8mgl =R | A TFH VY Y EE12mgl =F

it | BRI > 79y > NgehT R h Y 7Hu 5~
v LF LT 8mg YL F+4F V12mg

%Lﬁﬂ%ﬂ% Dry=bF—J, FIERTITFUT Y, AFTY
WA | Y. BTNV 7 s —AbF Ty, e FrFy oo —
Z, 7¢uwﬁMNa,XT7U/MMg S

3.2 WA DMK

NYTFHINE NA TN N TFHNY N\ A TN

Wit $eomgl A1) |$Edmel =R |$E8mel ZA1)  |§E12mgl =H1]
HE~HHEAAOG~HFERAISCI TVWE) FTwEnE
o - I | D FKEE o EFEA D |72 o E v o E A
DFE5E FAD OFSE | ) OFEE
% Se ‘@ m
2t \2s2/ 2/

LiSIANE S ‘

T — == = ==

XS 7.0mm 7.0mm 70mm 70mm
JE 3.3mm 3.3mm 3.3mm 3.3mm
£+ 130mg 130mg 130mg 130mg
Akl a—K Sc241 Sc242 Sc243 Sc244

4. FHEEX IS NR
(BhoTFHILE §E2mg « 4mg * 8mg * 12mg[=F0])
O &IEE
O BEEMSIMEE
(BoFHIVE > 8E2mg « 4mg « 8mg[ =F1])
TERORET., 7oU04F7 02 THBZHEEIOHREHE
ThEWVGE
O B OLARL (BE~PEE)

5. RhBER ISR ICEHET 3FE
(B0 RE)

51 7 I T vy VEBRBERIERR S X D HHRES TR
TOVRWVEFIIBI 2 ARAOAMEIMHER SN TES T, K
Ak, 77 vy VERBRIERA» YY) B CRE
THZERFHIET S,

527 Y VF T vy VERBENEROMEIAT SR BEIE
G BRFNOH R PREMNE, BT VIt T v oA
B SZ RSB & ARH 2 BFH L 72358 O A 5 B OV 4T Ak 32
ENTVZRV,

5.3 NYHALFERE /- BIV O3V LA BFH TS 2 RE 0 A4 H
WEAES LT e (RS 20w 6

6. BiERUVHE
(& MEEE)
ESiA

W RAIZIHLIE A Y FY vy v Y LFeFov e LT~
Smg’z?if}D?x’ﬂ_‘L PEIG U12mgE THET 5, 72770, &
Rz 0k ) WA 2id. 1H1M 2meh S5 206 L. LB
L8mg% THwE T %,
uN
HHL UL 6 R O/NECEIHLIE S Y FH vy v YL
tF & LT005~0.3mg/ kg% #I1% 59 %,

WE. 6L Eo/RRIZIZIHIE S YT vy v LR T
L LTC2~8mga KIS L, LEIZS U12megE TH#ET 5,
22720, BREEZEILAICE. BHE»SESZHGL. &
TN L T8mgE TR %,

(%“;EEEMEE>

WL RANIZIHIM A YT vy vy Y LFEeF vk LT2mg
2 OREARG- 2R L. LB L8mgE THET %,
('I“”'lﬁd)’i'é)

WL RANIIZIHIM A YT vy v YL FEeFIvk L Tdmg
2 OREORG- 2B L. LEIG U8mgE THETE 5, &b,
FHIE LT, 7o V7 v ¥ YEBBERILER DA X 5 I0HE
HEEARGE T 5 2 Lo

7. BERUVCHAEICEET 25

(&IMEE)

AR ET 256100 BRAOHREZBZ W L,

(B OLRL)

B 5- PG O WG IIILE A3 120mmHg R 0 B, Bz L)

BE. FURAZEH L T2 BE. DAZOIIEE O W EH

1, 2mg/ H2 5852034 2 &0 2mg/HH5-1%. il

JE B O EIENC R 5 2 B4 % RS 5 HINTH 2 O T4HEM

’a’:iﬁx‘.“(ﬁb&b\: <‘:o

KA DOFe 512 BHEOZM e MEMT 22 354

Z)O)T ?)JIE]? %‘IH\ K O4mg/H . Smg/Fl’\O)iéme i
EoBIEY oI H) 2 &, [9.1.3. 9.1.4, 9.1.7. 9.1.8.

9.2.1\ 922, 102 =]

8. EELEARNIE
(ZhEELE)

8.1 BEFEMEHIZHED LD TV, A5L2EPHobNLIerH b
DT, HHE¥E. HBH O MBS G E ) 2 BT 2
BCIXERE S5 2 L,

8.2 FAMIHI2AREMIIH G LW e EF L v, TV VT V¥
I SZAMREPHE SR o BH & RREBEL T L =
TrIF Ty ROMEERC X AREE R MEAT 2
TR D B o

(B 0RE)

83 W, YX &) AMH, FURAIFELHMNT 2. BB, KHO

B 5-COH MM L Thiny,



9. BENHEEZHTIREICHETIEE

9.1 AHHE - BIEEZEDH 2 BE

9.1.1 MAIMBHRKXEDSH 2BEXIFETCEHRKXEDSH 3
BE
BRERERLGEELZVEH SN A2 RE, HHIEM
5T E, BILEREOMD RIS BEDORTIZ & ) Sk
B BL S BENWDD S,

9.1.2 5A VY LAMIEDEE
BRERLGEELZVEH SN ASE2RE, T8
LTl EAYTAMEEEESELBENDEH 5,

T, BRERAREREE, oY PO — VAR E ORI LY M
WHHY T AENE L )R T VEETIE, MEH Y 7 Ll
ICHEETHI L,

9.1.3 BMEARBEEEIDIOEE
(& MEAE)

SEXYBG L. META2HAME,. BEELOCEREED
REZ T ICBE LAV OEHEAIIT) 2L, FNICMED
ST L. va vy o, Joth, —lPko Bkl ke B bk
RO TEEITBENN D S, [11.12 BH]

(B 0ARE)

M, BHgRE. BMMORE(NEZ O Y V%) RUEEDIR
e +aIcBR L ANk 2Mn L., MEICHRET L
Lo BWABMEMT. EREEKTHLIVIZENEREEITH
ENDH B, (7. 1112 BIE]

914 &F b LMEDEE
(& MEEE)

DEPAOREE L. BET A5 0E. BEELOCEED
REER T HITBIB L W SHA ) 2T & TIUSMEMN
BBICIKT L. Ya v o, S —8Mo Sk Bk
BROKTE#EITEENEDH 5, [11.12 BIK]

(g 0RE)

ME. BRERE. BMOBE(NEZ O V&) RUTBRHEOIR
BETICBIE Lo R 2R L., HEICHRET L2
Lo BMBIMERT, EHREERTHIVIELZRE-TH
FNDb B, (7. 1112 ]

915 DARLDEE

(& MEEE)
LRI DEB L. BT 2%AME, B R ED
IREER MBI LAY SH A 147) 2 ko TRICIED
ST L, Ya vz, g, — Mo ek gk gk
BOKTE#EZTBENEDH 5, [11.12 BR]

9.1.6 KENRFILTEAE X (S FAEMBKRELDHAED & 2 BE
(g 0RE)
WEDOMTRT 2K &, FERPEATEBZFN0DH 5,
[11.12 B&]

9.1.7 KIMEDEEH

(B 0ARE)
M, BHgRE. BMOBE(NEZ O V%) RUEEDIR
e +aIcBBR L ANk 2Mn L., MECHRET LS
Lo BWABMEMT. EREEKTHL2VIZENEREITH
ENDH B, [7. 1112 BIE]

9.1.8 NYHADEREA BT ZE O BNEEE NS VB O FL2RE

(B 0ARE)
M, BHgRE. BMOBE(NEZ O V%) RUEEDIR
e +aIcBBR L ANk 2Mn L., MEICHRET LS
Lo BWABMEMT. EREEKTHLIVIZENEREITH
ENDH B, (7. 1112 BIE]

9.1.9 EXIBHEDREEDH 5 BE

9.2 BikEERESERE

921 BEEDHSHEE

(& MEEE)

LRI VBB L. BT 2%EME, B R ED

IREEZ MBI LAY SHA147) 2 ko TRICIED

ST L. Ya vz, B, — Mok gk gk

BOBRTEHEZTBENEH S, (973, 1112 ]

(B ORE)

ME, BRE. BNoRENNEZ 0 V%) RUTBREHEDIR

e +aIcBg L Aan oS 2L, ERERICHET L

Lo BWBMEMT. EHREEKTHL2VIEENERZTH

ENDD 5,

B OAREOBRREIC BT, BSOS BB AR

THERBOENTH 72, (7. 1112 BH]

mRERPDEE

(& MEEE)

X DRE L. WRT 2G5 3ME R CBEEOREE

SIS L DS A14T) 2 & FAUCHLE DS B2 HIAR
TL. Yayvr, &, —@fkoE#nkrEzdybEh
Vb b, [11.1.2 2]

9.2.2

(B OARL)

ME. ZIMOEE(NEZ O Y V5 ROBSEORESL T4
B Lok 5 2B L, MEICHET LI, 2
BIMERFH 2 WIEARMZEZETBENDSD L. [7. 1112
ZH]

9.3 FFiReEERE

DEP OGS ERGT R EEBEIHRG T L2 . TFREED
BALT 2 BEZNED L. T WHERBEW A FHNVE D
VT I VAPKRTTAIENMEEEIN TS, [1612 &
]

9.4 4JEREEE T 5&

9.4.1 HIRT B FIREMD & 5 %k

HIRL T I EDBIREINT T v V7 vy YRR
FHEHR T >V 7Ty v D2 RERHZHE L, B
W B AERANORE (AL, HE N - BoREAL, St
U5 25380 LN ShTwa b2,
KRE OGS, RBIOAH IS S ZE L TRARS:
DOVEWZEE ISR L. EH LB REEBk % -
LEHWENIGEILOAEGETHZ L, T &GP Y
BRI ROFEEFHHEICHEET S 2 &, [95 ]

(1) AFFEFIETNCIFIR L TW AW E 2RI 52 & KR
He G g, MRL TRV L2 EMICHERT LI,
P HIHEIRACHIE L 2235412, 515 2Hik5 5
Zk,

(2) ROFFNZOWT, KA GHIARICEZICHHAT L2 L,
T2, HGHLLBEISUHBT A L

© JEIRIICARR 2 R L2 A =

FTUVAIRHDHZ L,
< JERASHI L 22 335 b B A1, e IS Y BE IS
HTHZ L,
< JENRZ G A AR, HMEICHERT S 2 &

9.5 17
TR SOFIERE L C WA W EEED B B i35 L vz &,
PG RAS B L 224120, mhichk5 21352
Lo HERM IR OCRINC T v U 7 v v v T2 B ARRPUA L
X7 vV T vy AR RENER 2 G SN BETHEK
WAE. B - HrAEROE, HEROKDE, A4S, &
#) 7 AE. B3 OTEA AT OEAGRAELC & % &4l
SNV OHofE,. HEHHFHENOZEH., HOBERERD b
N2 DHEEDD B, [22. 941 ]

9.6 &ILF
BALBZVZEPNET L, T b OFE R ORI AR
H & mmARE % 54 5 & 10mg/kg/ H UL Lo #ETHIA I K
EE D SERMAERD SN TWABY, 7B, T v N OIERY
DH HDEVIEIBRAMOARICARKFN 2G5 L2EE wind
300mg/kg/ H THANIZKEHEDBIMASFRD ST b,

9.7 INRZE

9.7.1 EHAKEIR, HiA W OFFLIE (LR 2605 & L2ER)
MR R IR L U 7 R RER IZ I L TR,

9.7.2 5k % i (GFR) 2¥30mL/min/1.73m2k i D /N VL 55 % xf
G LB MEREEEZREE L2 ERREBRIE I L
TV,

9.7.3 BRRER MG A ) 7 AMEERTEREIBIZE T LT L. NR
FOEME CTIEEREBRE LD 2228w, RS B
FEICIS 22 T T3 IRTE (BE 3, oK) o BEICARH 2 %55
LYgERIME A ) v AMliE A S WD D B o3k
HEPHT 2513 ET A2 &, [921. 102 2]

9.8 S

—AEEOBEEIZIFE L AvE ENTwD,, NEESD
HZD2BENDED S,

[ AN K

(R4

10. #HE{EH

101 AR WALEVI L)

A 45 BRARER - $EETTEE | B - faRE T

TUAFL Y 7<)V IEBIEE R A,

73 B E, mAa U
A 20 IfLE K O 1L E o
ChE PR IR B ) 2 7 B A s &
M3 286, 7272 Twnws,
L. fho B G
41oTd B0
Foayra—)v
BELLAROR
HZEKL)

(2.3 2]

[ A I
> 2SR BLE A A 1
SN T RETEA D
z&)o




10.2 BHAER (BERICERT 52 8)

FALE

B AEAR - H5 18T 15

Wy - fabi ¥

#) 7 ZARFREFRIR

#l
A¥ua/)sr7 by
)T ATL VS

7Ly

B 7 NAREH]

[9.7.3 1]

MLy A7) o Al A L
ATHIENDH D,

KHOT7IVEKEAFO
VoW B IE T &
0D AFEEH
BT AT LT X
60

fa B R AR
REbEED D b B

FIIR A
VASE N
R AN .5
AN

[11.1.2 BHa]

FIRA TiRM 2 Z 1)
T2 EHICAHZ
B0 TG B Y4,
B FE A 208 B R g %
BENHDH L DT,
A LG % %
EHEE KRG TS Z
<‘:_o

FR A CHBEE 2
TwWhEHFICIL =
VIS L TW»
LBENE L KA
MER LTV,

[N PSR A T
FIIR AP 5% Bl i L
7o

TUAFL Y73V
22
[9.7.3 2]

B REREE, moA Y
v 2 I E K OV I+
ERITBENED
%, eGFR2%60mL/
min/1.73m2Eiil O F
e EDO D b BH
NOTYVAFL VT
< IVERIE X o PRI
SOWVnTIE, LR
L EfRhwE s

N A e
¥ v SR BLE AR
SN2 WREYED B
Z)O

N2 6% &g
5T,
TYIAT Y UEERREREE. B
B 3% RHL 5 A v A MLAE B O L
[9.7.3 Z1H] ZRITBETIAYD
60
VT L D F o A RSB T B
EhTWwb, F 7 5 O PP A
#EINb,

ROIEFNZ X 0 PR
BWEN TV IS
7yt
v VR
Fl B OF B JHE W 7
(2) v — 7 F R A
AoV DR NS
PEFIIR A
[7. 1112 K]

18 PO A 4 o Jifi R R
Brcik. Aro it
Ny N
My sE, b5
Ay ABDOE KUK
ML @ 58 BUBE 5
Ly POREDRE V.
EHREREET H 5 v i
AMmzRITBENR
V5,

DHL=r-7rY%7
v R EEE
By aR S 2 ] Re P A
bHhbo

(2) FURAI TR & 52
FTwsBHFIZEL
= VeI L C
UAR:D -  R/AE 2N S
AIDZEH L5
fa B R - o ik T 7 8
ik o B, K
F YUY A LE O R
. ARIE © E .
NYHA LB 58 25 J5 I
55 > P B A T BE O
TS
HhEob b EH.
BT b o B

JFEATF T A FHEE%
$E A (NSAIDs)
LV RRAY Y UE

W FE A 208 55 5 %
ZEDhHb,

AT A RN %
SE A0 0L R
MEHETH TR RS
TSIV DERE
PBLEST 52 Eh 5,
R E AR % 5y X &
LW D D L&
ZObNTWwW5,

HHEDD L EHT
. 2 S ICE RS
BiltT sz hrd
%o

JATFEA FEHE
BHAOTOR Y T
7 Y AL
A &0 I
PRTT57-0L%E

ZAHNTW5b,

1. BER

ROBEHDBH 5bNDZ ENHBHDOT, Bz 5127w,
BRSO LN/ A3 G 2 kT B 7 L Y] L 2 AT

92k,

1.1 EXEEMER

11.1.1 MEFEE CHEEAH)
B, TUE, 5. W - WEEESE o IR 2 66 Ik & 9 5 I 5 v E

WHOHbNLIENH D,

11.1.2 23y 7 (BUEAR) ., k., BHEEEXEEARY, 22018
PEOAE DO E0.1~5%A: i)
G, MR, ERRI RSN H S b NZSAITIE, b ICHE
YR EZ247H 2 &, [901.39.18, 921, 922, 102 ]

11.1.3 AMBEE BIEAY, 7272 LB OALOEA120.1~5%
Fii)

11.1.4 EH Y 7 LM CEEARD)

11.1.5 FFHaEREE, #9E (FUEAW)
AST. ALT. y-GTPO LHAEDONHEREREN D HbND T
DB D,

11.1.6 SEFARIIRAE (HEAIH)

11.1.7 ISR RARRAE GBS A
WA, BO&, CKLES., M RoRm I+ roe sy 5
R L T AU RUIE DD S DN B 2 LB H DT,
COX) REEIIZED IS 2Pk L, @Y R 0E & 4T
5T,

11.1.8 B MR & (HEARE)
SEEA. WL, TR DR RS A A ) IR RN 2%
BHOLbLNLIEBHLEDT, DX REHICIZERG %
Rk L. BB E ROV E YR O3 55 0 ) 70 AL % 47 9
&,

11.1.9 {EM#E CBHEEA)
PiJgi&, 2R, Wi, PoOEZ. HRhKT, i,
BWEEESNRG S bR AIC RS2 PIET 52k, BEIR
RERTOBETH 5D,

11.2 Z DD EIER
(EIMESE)

e
=

0.1~ 5% A i
. WE. FRE.
DIV, HbDOE, VBELH
A, B 13TYH 5 #H
B, BEEK. AR, IR (Mo LTTh
FD LUK J&
Bl W, SR, B
AP DERE. TR, T
AST. ALT. Al-P. LDH.
y -GTP® |5
i, AIMEREA, kg
%, WFERERIEZ . I/IMGRA
BUN., 2L 7F =D L5,
EHR
Rk, Bk, i, 5
SR REE. B A ) v A
FH,. BalL A5Fu— L
5. MHPCK ES. CRPLEH.,
MRS FA g 5 > o8
7 WL
(B OARE)
B OAEFTIEIEHMEICHERTEL HAR, K50 &, K
ME. BEHEREREELCAMERD Sbhed . ME. B
FREROCEMOIE(NEZ7BE V) ICABTLI L, 8.
FRIESE DY A& ORIERIC B EEILETH 5,

0.19%Ad | BEEAY]

W EUAE Z9

faER e WAV G O

R EF

L

3

22 B AL,
IR

Rk

I1R7;3

ik

Z oAt KbV o A
IMLAE T R

N AR

Hig

5%LL I 0.1~5% A
S EE 5. €I
TEBRAR VHEL HA KO F WV RIR. BhiE BIAMGE. 1Z
MmeE, 562% |TYH
I EUEFESA . IR AR, BHEK, LU
J&
HALE LD, DERERE. MR, B, O
. PR, EH, AR, B
AN
iR y -GTPEH- ALT. AST. LDH. Al-P® L&
i R gEyilih FIMERIR A IFERERIE %, I ERYS
% /GRS
Tk BUN. 7 L 7 F|&HIR
—vo LR
Z oAt M A ) A ESEIE. B B, 3E. gl
Ho oMb R R, oL AFa— )L B, Kb
H, M CKER |V v A E, MiHR 5 > 87 i@

14. BALDEE

141 FEIZFEDEE
PTPEREDHEHIZIPTPY — b2 5H ) L TIRHT % X 934
WY HT L, PTPY— ORI L D W WSLA T EER,



BARIA L, B 1E54L% 5 2 L CRERI &S0 M % 4 b W7 A5 5555 A5
2T HIENDH D, AUCo30n Crmax Tmax T2
i } (ng - h/mL)| (ng/mL) (h) (h)
1 ?é.%ﬁfgfg 7 “8;; it ;]'1 7 B | 0044223 | 040246 | 447158 | 7.68+201
16.1.1 RiE#HE 7u7L A58 1219+293 | 105+324 | 468+195 | 758+165
AHEVE L FEAE 48 (38~6840) 12, 11 1MAma % WALHIC 90 (Mean=SD. n=19)
B U, 85101 HARE R 07 H BB S L 220, Wb e i '

BEEREY O > 7H Ny 2 R OIEEEAB M- T 235 S b 150 -

A5 RELRIZIT L A LIS W ve TH B (WIRHS-#) L O9H
H (7H B RAERG%) O H > FHV 5 ¥ O 3554~ 61 % 125 L —0— AVFHILY ViR8me = A,
WCE—=2Z1GEL72M8, RAIIT 29, L —&— JO7L 58
A AL %100 Mean+S.D.(n=19)
Ny " h
HN HN >
) g Z
0] o]
Ho— i’ o] i’ g
N, N z 50
&ﬂk/wa fﬁ) g
AYTHNE Y M-T 25
e Cmax Tmax AUCo30m | Ti2a Ti2p (oL —
v ] V5. A
WEWE |50 (ng/mL)| () |(ng-h/mL)| () () 0123456 8 1002 24 30(h)
oy, LHH 551219050 = L1 12891) 22+ 14) 95=51 MR OIZAUC, Cran 0787 A — 515, BHEORI, 1K
SHB |567+141145+13] 509+ 151 120+07) 11272 HEO R - WM S0 RBRALFI & - T B MDD 5o
M-I 1HH | 8327 [80+19| 136=48 - | 89=%26v (HFHIVE o 12mg[=F0])
9HH | 109+34 |68+15] 197+64 - |137%612 Ay TFHNE LEER2mg =L Ta T L RAGEI2ENENLEE(H VT

PNy yLFEFUELTI2mg) 2204 DB AR 7 T 2
F = N— IS KD MR IR G L A v Ty S
E L7z O NTHEWEE/ ST A — % (AUC, Cmax) I22WT
90% 15 WX S THRERTHINT 247 o 7285 . 10g (0.80) ~log (1.25) »
HHNTD O TH OEW LI FEED TR S 1 s,

(Mean =S.D., n=8)
AIYN—FRAY FNEFVIZEDHEEL 720 b)n=7
1612MepH > FHILERBERAEMEZAVAEPopulation
Pharmacokinetics (PPK) f&#ft
TEHE IR N B VERE 16801, ATE M w25 IIUE i K OF fe s AR T P 26 o i R

BHEAI0BI, BFREE 2 P E e B 18BI, HFREE & b1 D & ilE 8T A =% ZEINTG A=Y
HEBFSHI, FT224H02 4% 5 NF22886F KM s ¥ FH L 5 Vil AUCo30n Crmax Tmax Tisz
JEREM A T PEy AR, AR, IFBREIEAR (AST. ALT). (ng - h/mL)| (ng/mL) (h) (h)
FERESREE (M 7 L 7 F= >, BUN), Iih 7 v 7 3 il O IE H TN ke

DEIEN Y FHN Y 2D )T 52 A SAEH IS T Tomal p) | 1507%421 | 135201 | 485160 | 7.39+202
TRATEY T4 L QMBI BES LR, IR BE (ASTH> 707 L AGI2 | 1651340 | 150475 | 425+133 | 754+244
0LRALTHE>35) 2817 57 ) 7 7 ¥ ADASIME T 5 = L A2 E A ———
ENTW5Y, [93 B i can e e

16.1.3 EMFHIFEIHE MR 200
(B FHILE o seamg[ =F1))

HYFHN S Y GeAmgl SHE 70T L AGAZ NG (D Y 7 —Om AYTYLG LaRT2me =

Ny v YLFeFul L Timg) %2084 DR A BTS2 0 2 1 —o— JOT7LREE12
N —EC KD MBS L MR Y T L 8 i z Mean#8.D. (n=20)
EWE L7 BONLEWHRE S 2 — 5 (AUC, Cmax) IZ2WVT z
90% 1 X 1819312 CREEHINT % 47 - 7245 5. 1og (0.80) ~log (1.25) ® z
FPHN T O o Wi O 4 W5 [ S5 AR S 7260, i
H5E T A— 5 BENTA—F g
AUCo-30n Cmax Tmax T2 =
(ng - h/mL)| (ng/mL) (h) (h)
PITINT LB | Sera1s3 | 509+144 | 485173 | 6752107 G ;
dmg[ =1 0123456 8 10 12 24 30(h)
Tu 7L Al 591+181 | 552+152 | 455+143 | 6.38+076 BSBOKHN
(Mean =S, n=20) S I ONIC AUC, Crnax 0785 A — 5 13, BBRE ORI, 1k
(ng/ml) WOTRIMIEL - BER SO S L - TR D WHEMEDLD 5.
100 16.3 9%

[MCI A ¥ FH Ny vz e oI, 4% M7 V7 3 2 ERICHE

—0— HYFHILY UiRame =H MU ZZHO ‘AR ERIE, L DIZ99%LLETH 29 (in vitro) o

80 - —e— JO7L R4

% 16.4 15
* Meanz5.D. (n=20) BYFHFNE Y VLERFNEANRE VNI AT S — B L Y it
> R#H >~ FH N5 RBEN, S 5IC—EACYP2CIC X 1 JEiT
A PEACEIM- NS S N B A5, ABMERIEEREIC ) v 7Ly v
¥ YUF LTV ELEL LIl & OM-T Ol R R ORI ) >~
y FHN Y ¥ O EE O ARSI ARG < . CYP2CID A {Z Y
[ LSRN L 2H Y FHIL S Y OMIPRENOBBEI VW EZ L HNE,
F7, h Y FHN S VIECYPIAL, 1A2, 2A6. 2B6. 2C8. 2C9.
5 2C19, 2D6, 2E1. 3A4DARHHTHEZ FHE L 710 (in vitro) o

16.5 Bttt

24 30(h)
AR 25 MU A (38~ 6878) 8, e m A RE I #5519 L (65~70

12
5% ORHE

MLAEP I E N OICAUC, CoaxE D735 X — 13, BB oIV, 1k
WOSRIUEEL - FEM A O RS & > TRBE D TR D %o
(BFHIVE > 8E8mgl =H1])

BT CE8mel =ML T a7 L R8T NENLEE(H v FH
VE Y YLFEFULELTSmg) #2198 OB AR I T 2
F— NI KD M EEERORS L R TV s iR
ZREL72e O N7HWBRE/ ST A — & (AUC, Cmax) I22WT
90% 15 M IX B 12 TREMANT 2 17 - 7285 H. 1og (0.80) ~log (1.25) ®
HWPHNTH D WA O LY F R SR S 2D,

) 6Bl B RE 2 R S MEE R 186, IR & b D S AE S
BHZIH 1 4me & 1A H MBS L, & ST HREREHT7H MK
BHG L 72, Wb SRS IR LRI S g, TR
D FHNY 2R CIEEAHIM- T AR S N b0 5 5-2415 0 %
TORNA ¥ FH N ¥ B OM-T OB ATE M & ERE S T
11~12%. i ARENE S M EE B CTIE10~12%. JFRE 2 0 9 Sile
JEEHETHIO~11%TH Y, 1L ALEBED RV, HBRELZME S
MUESE 3 O JR PR 1Ll 2 L7 = 2 30mg/dLEL Eo B #E T
1Z1HHL1%, 9HH18%T, IfiliF 2 L 7 F = ¥ 1.5mg/dLAm O B RE
IEHFITIZIAHE8%. 9AHI3%TH o720

Do SO G o M ey PR RIS 7 5 AT AR R LR
S AR MU AR IR SE & P ) L R B O
) BITERSE & ICEREERED SN WEEZ 501013,



16.6 HENEEEETHEE
16.6.1 BEEEE
B (M35 2 L7 F = ¥ 1 06~3.6mg/dL) 2 £F ) w5 I 5 E 1851
WCIH14mg % SERICHEES L, S SICTHRSESREHT7H X
e 5 L2234, i AR S R E oA L I3 AL
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i PR AR R MR B DY A L 13 L A LIEFD BRI
EEE
T A BV 25 IR L (65~70%) 661121 H 11l 4mg % $A A2 (2 40 [l
FH L, SOICTHRSERERNTHBRERS LSE, i
AR MEEREORA LT L A LEITRD LNR VI,
16.7 EWHEEER
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Tz h TV Lo EE AR TR L B S v T
v T LR FOVERE B G L7 A LT L A LEIERD B n11E)
Z DAt
(BoTFHILEa sg2mgl =H#])
A Y TFHIVE E2mgl =R N, [ i 2 R EH] o A )
IS VERBR 7 A K9 4~ (CFR244E2 7 29 H 3 A HE A8 56022945105) 12
W&, W UFHNY LhtAmel A R EERERAI L Lol &, B
B L < RIS & Ak & 216),

17. ERERRR IR
17.1 RO RLM(CET 2 HEk
(B IMEAE)

17.1.1 ERERFRRER
FUEAE, IRV R 0K BH 2512, 1H1R2~12mg %
— R T I3 H ~24 1, “EEMRILEREBCIZ1208H, B
Pe5-iX BT I3 24~ 525 B, FFREE 2 AF 9 WL E e O TRAE 18 1L S
2B 2R CIE2~8H M, RIS L BRRERIC BT, BT
A S N2 MUEAED 7 A THARHRITRED L B Y TH 21030
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T R R ENGARI2E )
IUETED 2 47 AR 5h | (RRAEIER]
ﬂ?;} ﬁiigm 72.6% (606/835) 78.1% (606/776)
T 3 IS 775%( 31/ 40) 83.8%( 31/ 37)
T A P ) IR 634%( 26/ 41) 72.2%( 26/ 36)
| BEEM SIS 66.7%( 22/ 33) 733%( 22/ 30)
it 72.4% (663/916) 78.1% (663/849)

G ILE (-20mmHgPh b)) & OPEiR I E ((10mmHgRL 1) % fi 72 53554
ST ((13mmHgh B) 272356, HEHvid, TRENTH->TD
150/90mmHgKi (7272 L, BFBEE % 0E ) @ EiE o ABEEE T,
140/85mmHg#ii) |2 B L 72356

k. REVEFNEEES 2R E L2z HE RO KR,
ATV Y VLI FNEOERAMENROOLN TS,
(B0 L)
17.1.2 ERNEE MHEBR
BYEOAREDOBFERZTRIC, H U FHFLY Y YL FEFUEELALR
AmgZ 2~4AM G- L. ZO%IH1N8mgx 2445 L - —HE
MLEGAER (7 7 £ RatIR) o R, 7 v I F 7 v ¥ v EBRBER I E
HITHBREEINTVDID, HEVITHEHESN I LD L EHITHL
TYIFT VY VERBEAERICRA T YT VY Y VL FE
FNVGEXET TR G LGOI OASEROW S 272
LEDFBUEH VFH VY ¥ ¥ L2 F L EEk514.6% (3/656]) T
HY. 7T EREE30.3% (23/7660) I A EISEIH S, h v T
Ny YLFEFNGEOHFHAENRDEN TS, &d, Ltk
Tk, V¥ S ) RBH(52%) . FIRHA (83%) AT STV 5B,
MOOANEREROEALIZ X ) ARE - IR EET 2546, DL O
AEGFEA GOl FURF. AEIRIHAL, 72247 v v VAR
Fi 32 BEL 1 DUAL o0 LA R A 38 - R AL &2 47w, K920 [
U D B OMLE % fki 3 2 W4 % & EIREAEAL &l L 72
Wity
HYTHNE L LR F VG GHIIBWTE89%. 7T R
HREZ B T5L0% I BRIRMAE O B 2 S EEH A Sz &
2L DAREOEALED R VLIEROA XY MEH VTV S v
DL FOVERREICAB (OB, Rk, —E Tk L i
HIE), 7T 2 RREC20 (AT~ OPTCAGAT, MHME%E),
HEWERIASA ¥ FH IV &~ ¥ L F Vsl copl (B ERidE, §
HE) . 7T e BT (TR Ao, o bh v T
FNF Y Y LFRLFOVERETA SN LEME)., MO E L
TIEC DR S 723D 32)
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AYFHNG Y Y LREFVORIERINL, AN TGRS
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TOT NV RAT T VBRI 2 H0EH S BIEEH I35 L C
W5 EEZ 5NA336) (in vitrov in vivo(T v M))o
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T IS R 740 (R TEVE W I ES6 B, B o 2 11 O I FRE 18
B) 2 g, A FHLY Y Y LEEFOUEELHLEIL~12mgD KIE
GRS, e L = U, mEET7 VAT Y v TIRERD
M4E7 v F 70y v TIRED EABAR STV 54.1D.12).18).19)
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H1RBI2~8mg® A G- O &0, WEHIE . SRR e 0K, 72
SO ER, R MR OMD25H S 7z, OahE. A=
TR 43T 46 0 DB BRI IS B A S 7 o ARTEME B IR SiE R 11
BINZH > FHFIN T ¥ L FEFOVEELH LI2~8mgd AT 5 O 5.
FEFERE I & B IMAS DL, B, SRERRIRM BT A ST,
T4 B 5 % A7 9 2 AREVE B MU AE R E 5B, vy F vy v VL
¥ FVEELH 1I2~8mg D SAEF G- O 0. BRIEIREIZ M it i 1252
BIA SN \3D39)

B ORLBEOOMITEREICRIFTHE
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AmgZ2~4HEMPES L, ZOHRIHIN8mg% 24 He 5 Lz “EEHR
WG (79 € R O, 7 v VF 7 v v v ERBERIER T
EWSNTVDED, HLVITHERESIN 22 ERHLEHEH LT v
F 5 VERBHEIEACEATH Y TFHILVY Y YL EEFOVEENL
3752 REHEGLESE. h Ty Y LdeFugEkbET
BTG v LT OV SRR GRS LR 0 A7 R 7 B
CLWE DA ERIRP DB ASNT VS, 720 AYFHLy Yy VL
F b F UGG T T T 2 RGBT BRI 4510 0 A7 35 70 B % O
DR DA FE R WA HIA BN TN 540,

19. BRIR S ICEET BRI R
—f#%% : h TNV v ¥ L FEF )b (Candesartan Cilexetil)
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18.3
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b4 : (LRS)-1-(Cyclohexyloxycarbonyloxy)ethyl 2-ethoxy-1-{[2'-(LH-
tetrazol-5-yl)biphenyl-4-yllmethyl}-1 H-benzimidazole-7-
carboxylate
F3 ¢ Cs3H3aN6Os
2FE 61066
MR ARMIEA GO REOR R TH S,
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N /NQ N
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o O
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(BoFHILa > iE8mg[=F1])
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(B> TFHILE fg12mg[ =)
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500%% (PTP10%E X 50)
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