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2. BRE(ROBEICEBELEWI E)

2.1 RFN DK LBEIE DA RED B 5 BH

2.2 Wl IR L C W B T REME O B 5 0 [9.5 2]

23 TUVARAFL Y7V 2GR oRRKEEE (72721,
MO BEEBRBEEIT> THRBIMED T > b —VHHE L LA
HoB#HzH<) [10.1 3]

3. fERK - MR
3.1 #mk
WRoe 44 Ta7 L A2 Ta 7L A4
1§ 1§er
HIESG | TFHELY Y YL FN | ATV Y YLFEFL
2mg 4mg

My EQIATTF TV, ANV AT—AHIN T A, B RO

WAl | FyTulero—A, w2 02IT— V60000 ATT Y ¥
M~ 7 3 2 o, FUBERAIY

e PA= A S 77 L A2
Lgerh Lger

HRIGr | DY FINE Y YLREFV | AYTFHNY Y Y LF LTV

8mg 12mg

MYEQWITT YTV ANAT—AH VT T A, EFE

TH | FyTEELEVE-R, X7 TT—L60000 ATTY ¥

M~ 74w oy FURRRIY, #ta575

3.2 BHRIOMIR

Wi7e s, Ta7VAE2 | TSV A | 7T LA | TaT L A2
- HE~HH | STV ) TniEnsis
- |DEEEE G oy | v son | waomEa

o 3es ! : : .

D% A OFG | b ok

{Eb () = (o)

&/ 8/ \Jd2/

LR {Eb (o) = (o)

&/ 8/ \Jd2/

( ) ( ) ( ) ( )

% (mm) 7.1 7.1 7.1 7.1

JE & (mm) 2.6 2.6 2.6 2.6

# & (mg) 130 130 130 130

4. FHEERIEZHE
(F7O7L A$E 2. 4. 8. 12)

OEMESE
OBxREMSMEE
(Fa7L A8t 2. 4. 8)
TRORET, 7oo472 Y o EHMBREEEXNREHEY
ThWigE

Ot LA e (BE~PHE)
x

5. WMBEIIHEICEET S
(LT E)

51 7247 ¥ YEBRBERIERRS X 2 HHH#H T TbR
TVRVWEHIZB 2 RAOAMEIHERSNTE ST, KA

=
=

& T YVET U O ERBRIER S ) B TR T 5
ZLEREMNET S,

5.2 TV Ik T v VEREERINERI ORI 5 BEIIBIT S
KA DGR N4, BT v It T7 vy VB REFEILE
& ARFHN % B L7358 OF MR ORI ST u v,

5.3 NYHA DBEfE IV OB A SBT3 5 KA 04 P
VR LT e (RETREBRAS A ) o

6. AZERUVAZ

(SIMEFE)

BA
W, BANZIHIES Y FH vy YLFeFue LT4~
SmgZ IS L, LEICSU12mgE THRET S, 72750, &
Bk &) a2t TH1M2me) S5 2 BgE L. SEIN
U8mgZF THi= T 5,

R
HHL URLL L6 ARMo/NECEIHIE A Y FH vy vy YL F
£ F V& LT0.05~0.3mg/ kg% RS 3 %,
WHEL R EO/NBCIEIHIN A Y FHL sy v YL XTI
L LC2~8mgx &G L. LEIZN L12mgE TR T 5,
72720, BREEAES BT KR SRS ARG L. &
P26 U C8mg ¥ TR T %,

(BEREMSMEE)
EEL ORANIHIM Y T vy v YL dFeF e LC2mg
M OROS 2 B L, LEICE U8mgE THIRT 4,

(g 0Fe)
R ORANIHIM Y T vy v YL dFeF v e L CTdmg
MOREIIRG ZHG L. LB L8megE THETE %, B,
FHIE LT, 7 v VF 7 v v YEREERIER DN & 5 KR
BHIEARET 5 2 &,

7. AERUVHEICEET 3EE

(SIMEFE)
NBICE T A2 EEIE. RAOHEZBLZ W L,

(g 0F L)
e 5-BRAATE O WU U MLFE AS120mmHg Rdi 0 g, B2 0k
BH FRFZPEH L T2 B8, OAEOEEE DSV ET
12 2mg/ HA S &5 2 BIGT 5 2 &0 2mg/ HE 513, Kl
JE B O RIERNC R % 275102 #2355 HIYTH % O T4
BRI TITbrWwZ &,
AFNOFEGIZE Y, —BEOLZM A ML T 28 2 356575
HDT, PG, &U04mg/H. Smg/H OB,
MEEEO#EZ 512979 2 &6 [9.1.3,9.1.4, 9.1.7, 9.1.8,
9.2.1, 9.2.2, 10.2 2]

8. EERGEKRIER

(GhEEHE)

8.1 BIEMEIICHO TV, £560ENHObNLI LN DD
DT, EHEE. B E ORIk A R 5 B
CRERSEL L,



8.2 FMHI2AMIIIIHEG LW EDRLEF L, TVt T vy
VI ZHEREPHIR G o BEIE. BRBELOTARIcL = -7
YIUFTF Y Y ROMEERIC X B EE AR T 2S5
BEMED B %o

(g 0Fe)

8.3 MY, Y¥ &) AWK, FRAGFLHHT S, BB, KHloO
B 5 CoB MV L Tuiiv,

9. BENHRZHJ 2BEHICHT 23R

9.1 BHHE - IEEFDH 5 8H

9.1.1 MAIMBEHRKXENH 3 BEXIFETEHRKENSH S
BE
R ERCEMRVEHM SN2, EZERE, TS 2
Lo B E ORA R SR ERAR S BIE O T IS & ) 22 B ke
ZELSEDLBENDD D,

9.1.2 @H VU LAMEDEE
R ERCEMRVEHR SN2, EZERE, TS 2
Lo BAN Y AVEZESIEL BTN DS,
Tz, ERBERE, 3V M- VARRORIRFESEICE ) gAY
7 LEAE K 2 DR T WEE T, M ) Y MEER T 5 2 &

9.1.3 BELREFEEPOEE

(EIMERE)
DRI DAL, WET2HEIFME. BB OIRE
ZHOCBIS L a6 HRA1T) o FRICHED IR
TU. Yav 7z, B, —#BPkoEHRE R EREOKT 2k
CTBENDD L. [11.1.2 B

(8O 2)
MIE, EikaE. AmofENEr o e v RTBREDOREZ
TaCBBE Lok G ML, HEICHETLI L, 2
HIMET, EEREERTH2VIZAEMEZEZ T BTN D%,
[7.. 11.1.2 2]

9.1.4 &> bV LMEDEE

(EIMERE)
AEPOHEIEL, WET 2 2HEIFME. BB OIRE
ZHOCBIB L a6 HRA1T) o FRICMED IR
TU. Yavr, B, —#Po MNP EREOKT 2k
T BENDD L. [11.1.2 BH]

(8O L)
MIE, EikaE. AmofE(NEr7 o e 38 RTBREORER
TaCBSE Lok G ML, HEICHETLZI L, 2
HIMEET, EEREERTH2VIZAEMEZEZ T BTN D%,
[7.. 11.1.2 2]

9.1.5 LDRLDEH

(EIMERE)
DRI DBEBL, WET 2 2HEIFME. BB OIRE
ZHOCBIS L6 HRAIT) o FRICHED IR
TU. Yav 7z, B, —#Pko MNP EREOKT 2k
CTBENDD L. [11.1.2 B

9.1.6 REIRAREEN SEAEMRREOHED H 5 EE

(8O L)
BEDOMERT 2R &, ERPEATLIBTIND %,
(11.1.2 1]

9.1.7 EMEDEE

(8O L)
MIE, EikaE. AmofENEr7 o e v RTBREDORER
TaCBSE Lok G ML, HEICHETLZI L, 2
HIMET, HEREERTH2VIZAEMEZEZ T BTN D%,
[7.. 11.1.2 2]

9.1.8 NYHA EEESM T FOLRNEEE DS M LT LEBE

(8O E)
MIE, EikaE, AmofENEr7 o e 38 RTBREDORER
TaCBBE Lok G ML, HEICHETLI L, 2

HIMUEET, HHREERTH 2 VIZAMEREZ T2 D 5,
(7., 11.1.2 ]

9.1.9 EHXBBEDEREEDH 5 EE

9.2 BREEREERE

9.2.1 BREDH5BE

(&M EAE)
AR DB L. MRS A% E T, BkEE L O o IRE
ZTAICBIR LA OHAIAT) T EIUCMEAZHIAL
L. Yavr, K —@MEOEERE LR E RO T 2k
CTBENNDH D, [9.7.3. 11.1.2 BHH]

(g LT L)
M. HHeE AMoBENEr e V5 RUBREORER
TABIR L2 oG 2B L, HEICHET LI & 2
GIMUEART . HHRERTH VAN EZTBZNAND S,
B OAEDIIRRBU BT, FREEOS MR T 5
BOERTH o7z, (7., 11.1.2 BH]

9.2.2 MAFENPDOEE

(&M EAE)
AR DI, MRS 2HEIE R TEZOREL 512

BELADRLHRAIAT) S Lo FAUTMIEA BB T L,
Vavr, K —BEORRHEAZEI T BTN D D,
[11.1.2 /%]

(B OTRE)

ME. BMoOEENEZOE V%) RUBEORER 1450126
BB ORGEMIBL, EEICHET S & A% MT
THrWREMZRITBZENSDH S, [7.. 11.1.2 ]

9.3 FHhEREERE
LEDPSHEG RGBT AR EHEICERS 5L, R
5 rBENDDH2, T2 HERBHH v FHVs v 02
TIYVAMMEFT LI EDEREINT VS, [16.1.2 B#]

9.4 £JEREEET BE

9.4.1 FHRY BFREM D & 5 &4
HWIRLCWA 2 EMPEIREINT 7T v VA 7 v ¥ VAR IE
HXNET vV F 7 vy v TR EERHEZ SR L. RIS - #ik

WAORE(EAE, HE - M- BOBEAE, LS 257D

SNBIAHE S TwEY Y,

AHNDOFE G E, NBHOFES D ZE L TAAERGOL

WA EE ISR L. BEEOA RN GBI E LI 5 &k

ENBBEIOREGETHI L, 72 HEVDELRBEICIZ

ROPFFERHIIHET S L, [9.5 5]

(1) AFIHE G- BIARTIIF R L T W WS L 2T 5 2 b, AR
G, HIRL T ARnWZ 2 EMICHERT A2 L, &S5
WHEHIRASHIBA L 7235601013, BB 25562 L

(2) ROFINZDOWTC, AFGHIGRICEZICHIT AL, F
7oy BEPHBBEIS UHT A &,

CIERPICARR A L2 a. TR - S BB E g
FVAYDH BT &

ARSI L B DN B AR, R 2 SRS A
HTHI L,

- HERZ ETS B AR, M ICHBRT A 2 &

9.5 1ti%

R OZIR L C W AW REED B 5 Lhicid%k 5 Lawvwz &,

PG HHERAS A L 228581213, m iS5 2k 356 2 &

IR R ORI 7 v O 7 v ¥ v D 2RERERH T T ~

VF T vy ERBEEIERF G S Nz BE TR,

G I - Ao, FrAaEROMRIME, BAL, &Y Y AUE,

VB OIERAE R OFIKEANEIZ & 5 & HEN S 15 UL OF5E.

WHEFIHOLE. MO EDD S bzt OWENRD 5,

(2.2, 9.4.1 ZHd]

9.6 RILIB
BALAVIENET L\ve T v b ORI K ORI AFH)
MR8 535 &, 10mg/kg/ H L EO#ECHARRIKEE
DOIERMAPBD SNTWBEY, BB, T v FOIEREKL DA,



& B\ O HTAKH & 5 LA,
kg/ H T HIARIZKEHE DR ATFL

9.7 NRE
9.7.1 MM AAREN, Hr

9.7.2 ERIRA M (GFR) A%30mL/min/1. 73m2 A /)N )

& L7 L OV 4

SEO R IMUE TR R 2 1D

W3 3 300mg/

HHLNLTWD,

AW SO (ki) 2 R & L72A%)
PR OV 4V 2 H5 AR & L 2B BRI F2 M L TV v,

GE R STE

PR L LRI ER L T e v,
9.7.3 EHRRE N OMLIE A ) Y MEEERRSBE T H 2 & N

ZENE e FRIT, R

W TUTTRE R DK OBE KA 2G5 T65H6%

MiFA ) 7 2MEZ LA S5
FREETLI L

[9.2.1, 10.2 ]

TEA D BMMDHEH & PR 5

9.8 SiEE
—MITHEOEFEIITFE L 2w E ENTWD, MIEESEDE
ChHBENEDH 5.

10. HHE/EA

101 BRI BAL AW &)

Bk WRPRAREIR - HE i B - fbr T

TYVAFL V7 VEREE EBE A h, B L=V -T VT Y

FILA FEBE S, B h U A R B ELE A3 R &
Chl R s B A 3 P e MR IE D ) A 7\ NAWFEMEDH 5
LYo 272U, MnaHmE s Tw5b,
DREIEHHRZIT > T
baBMED TV b
T—UAFELIAR
DEHEREL)

[2.3 2]

10.2 BFREE (BHRICEET 22 &)

ESiEE FRRAEIR - 3518 ik Bere - fabrin T

71 7 B PRFEERIR A

&7 ) 7 LAEA FS

AFOTNVERATFT Y

AR/ 527 b THIEDND A, SrWEHIER X D A
M7 LFL & U AR AR 23 B R
7L/ v THIELIZL A,
7)) 7 DAk O S N 7 1
[9.7.3 2] BEEDH B MH
FIRH# FIR A CTHHIEZ 2 T RIRA THFE L Z T T
Jut3F W BEFICARFEND|VEEZICITL = V0
P zanxFTI|THETLIHE BRIEESITTEL Tw D BEE
3 TEM AR T 2 BZN (D% L. RADPER L
[11.1.2 ] BHbHDT, LEIPL|RTV,
B9 % % LA BRI T - RIS Raa R
5452¢&, AP % Hah L 72 8%
TUAFL V7 VIR FERERE, AV A LT VT Y

[9.7.3 2]

I AE e OV E % 82 & |
TEBZNDDH 5. eGFR
2% 60mL/min/1.73m?* 4
M OEREREODH B
BHE~NOTVAFL ¥
7=V & o fE I

¥R EEM R
NDTRENED D %o

i &

DV, HEWERT
FEAVEHN SRS
LarkEMIszE,

TYIkT Y yERIERERE BAY Y

i 3 BH 5] 2 ILE B OV I % k2

[9.7.3 %] ZIBENDD D,

DE/PN VS A EE S S ERMEICBTS) F Y

nTws,

2 OFPILHEAE E I 5o

A

FEAHEAR - H5 185 15

B - fahE
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HENTWEEA
W7y yvrrryvy
LR BLEH L OB
SHE A
(2) W— ZTFIRA J O
7 7 DARFFERI R A
[7.. 11.1.2 5]
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THLHHh HHDE
Jo ORIl 1= o> st B 1
B ORI,
BHRELATH 23 H
iRy S b Sk (/%P8

Hv=v-7vy+7
VY v R MEE A3 H
SN R D B
(2) FURA THEAEZ 21T
TwrBEFTIEL =V
WAL L T b R
BHE L KAIDER)
LRd s
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Wb o B, K> Y
v NED B I
» B H. NYHA LB fiE
4338 1145 o L g Y 5 E
JED BB A
%, HEEOD D HEEH.

MLELENT O B
AT A MR ETEEARGS T 2 2| HEAT oA PN RHE
Jini# (NSAIDs) LB b, i A A LR R &

AN T AE

H¥BTuRrRyrI >
DU oERENET S
i, BRIEEH %
WEY S D REVEA B
HEEZLN TV,

FhEDDH L EHTIE,
ZEF R AT AL S
bBENNH 5.

AT O A RPN R
WAlOTa Ay 7I v
YA BBEEMIC X

. BIERAE TS
HEEZLRTWV,
1. BMER
ROBWERD S HbND T ENHLHOT, BERETHIATV, B
AR SN ARG 2 Ik 5 % BT A MLEZ 1)
1.1 EXEEMER
11.1.1 MEFE HEAY)
g, U, . W - WREEHSR O JEIR 2 AEIR & T A A RIE A D
LbNLEIENDH D,

11.1.2 3 v 7 BUELRW).

ES N

B OAEDYE0. 1~5%Ai)
ik, R, EERH RS S b bz

=S

WL &7
ER)
1114mﬁUﬁAm
11.1.5 FFHgER

(HUEEAWD)

E. BEEEAY)

BRUHK B, 22720

i EHIHEY A

o [9.1.3-9.1.8, 9.2.1, 9 2 2, 10.2 M)
11.1.3 SMBEE BUEAY, 7272 LEROAEOY &

130.1~5%

AST. ALT. y-GTP® L HZEDIFGERED S bbb Z L 3d b,
11.1.6 FEFERIEIRAE (BHEEASH)
1.1.7 HEBBERAE A

v, ik,

ﬁll

1LL8HEEMxﬁﬁFT%)

R, LK.

PNDLIENDHLDT, TDLH LA

B REE RV E AR OY 580 #Y) R LE &

11.1.9 {KIFE CHEEAH)

CKLH., Mk p I+ rury A2k
&t?éﬁﬂ%ﬁ%ﬁﬁ&%bﬂé:kﬁ&é@f
WIRE B IS 2k L, #2LiE %

DX

froZs

WP N, AR XA A5 2 A8 O BRI 2607 5

kG eIk, Al

T92¢

P&, Z2iER, Wi, ToEz. ST, B Sk
BEND L ONEAEZEG 2 HIET 5 2 & FERIBERT
DEBETHLDONR TV,
1.2 ZOmOREIER
(SIMEFE)
0.1~5%Aili 0. 1%Aii BHEEAN
S ECRE B, B, HJHERE. £ 9.
AR FBAE
P ER OFWV, ALDE, B HA, [ MIAMIGEH. OB
B, 13TYH il
FEAARER | UM, EHER. AR, IR | O LUK
O L O




0.1~5%AKil 0. 19 AW W P Cmax  Tmax AUCo-son Tiea  Ti2f
WAbE PEL, M. AAORIR. N RS e I hg/mL) () (g-h/ml)  (h) (h)

Bk, LGERAR, L TTP% oo IHH 55.1%19.9 5.0+1.1 428=91" 2.2+14 9.5%5.1

JH i AST., ALT. Al-P. LDH. HYTHENY Y
y-GTP® L5 o—o0 QH H 57.7+14.1 4.5+1.3 509151 2.0%0.7 11.2+7.2
JIIIRYE i, A Bk R, E\I[ﬁﬂ—’fﬁﬁ%’m M-TI oo [HH 83+27 8.0+1.9 13648 —— 8.9+2.6"
. ?K}\Wffgg{j’?ii . oo OHH 10934 6.8+1.5 197464 —— 13.746.1
SR AT A= M AV REFMCE VIR L2 (FIfl B, n=8)
¥ k| 20 |BRE. B BRI R, [T b U Y A [F6. 1 b)n=7
VPN, W AU v A RS ISR, SAE | 16.1.2 Iieh 5 > 7 HJL & > 8 Bl % @ % A L 7= Population
¥WalL AFa— LS. IfiHCK Pharmacokinetics (PPK) f&4f
L3, CRPES, MAHREE LS TR AR T-HE 168, ATV 25 ML P J O 5 W AR HE P 5 0L P

MR 5 > 787 WA
(Bt 0ARE)

B OAEFTIEEMENICERTZE L bA S5O0, il
JE. BHREE R OEMESD SbhRd . MmE. B
CEMDOIEENEZ7BE V) ICHBET LI L, B, milE
SED A ORWERIC S IERPLETH 5,

FE BB HEAZ0BI, BFBEE A 0L S i B 18, FFREE & i
) FUEAE BRE 8B, 224617 S 15 5 722,886 S i rf 1 ~
FHU Y RN EEE VT, P EE, RE, FRRe i
(AST. ALT). BRI (E 2~ L7 5=, BUN), M#H7
VT I VR OEIEOEIEE H YTV DI )T 5 VA,
SRR, XN T TR, T T 4 & OB G L

e HE TNIL e A 7R, WFRES Y (ASTR>40 L ALTE>35) 1B 5 7 ) 7
PEmE B ba, IRIE [0 T v, Rk B BISMGH. T Y ADSWNET§ 5 ARSI NT D, [9.3 2]
Etek 3Ty 16.3 9%
AR B, WS, A HRE L (MCIA ¥ FH N8 v & e L O, 4%L MILET VT I Vi
i N e I L RO BRI, & bIZ00%ELETH S n vitro).
L1, WRSESE, W, SRR 16.4 fLl

R, HEBAPUE

A THNE Y YL FEFNVEANEFIINVIATTI—EIZL

I y-GTP L3 ALT, AST, LDH, AFP® L5 DIEPEREI D > FH LS I REB SR, S BT HASCYP2CY
1 2 i FULSRGRD, IFFERINZ, Fil (&) A PIM- I A S N hs, ARBEYE R LA
R e L AR A L7z & & OM- T il e B OTR A 13 >
Lo LR TV F 2 O L OPR RIS IS AR < CYP2C9D &
% k| Z0M (W0 Y A ES (BRI B, . TR, BB FINETIZ L2 5 ¥ FH LY ¥ OMFRE~O BB S i

M R A SR, R L AT a— )L kA #z26N5,
PCKL5 B bV AME, MRS F7:0 H Y FHNS VIFCYPIAL 1A2, 2A6, 2B6, 2C8, 2C9-
Avs %% Arg. 2C19, 2D6. 2E1. 3A4DACHHE: % FE L v (o vitro) o

14. BALOEE 16.5 HEiftt

141 FHZMHFOEE AR e LT A A3 (38~ 685%) 81l 1 it A< FE 1 ves ML i S (65
PTPEEDIHEFNIPTPY — b2 5D I L TR 5 & 9 /3l ~T705%) 651, BFREE 2R B 18, BFREE AR
$HZE, PTPY — OB I D, WS E A B R MEAE B EBICLH 1M 4mg & Bl & ISR S L, S 5IC1A
FIA L. B3 Z4LE B3 2 L CHEREN 255 o B 2 5 00E % O IREETLH H 7 H B BUAE G- L2, Wi JRAFICIERZIL R
RTHIEND D, M S, WA O v vy v R OIEG A M-

DRk EN B, 524N TORFB A ¥ TH I ¥ F M-
1T D FEHEMEHR G AT 25 T AE R E T11~12%. w5l A e i i
FESE B TIE10~12%. FFREE 2 £k 9 Wi E e B & TH10~11%
THO., FEALEZRD RV, FREZ 0D Bl E RS O
Rz, 2 L7 7= v 3.0mg/dLEL Lo BE TIE1H
H1.1%. 9HH1.8%T. M%7 L 7F =~ 1.5mg/dLA o B
REIEHBITIZIH H6.8%, 9HH9.3%Tdh - 720

Do % G RO i, RIS S AT AR
MEAE B, WA REYE B UE A, TR 2 F ) w5 1M A
BAROEREEZ LS SIEERE & b ICEREITEO N,
WEEZ 5N BT,

16.6 HENEREHT 8L

16. EWEEE
16.1 IMiEE
16.1.1 RIE#HRS
AR BV pe M1 FE i B 851 (38~687%) 12, 1 H 1[ldmg % A4
M5 L. S OICIHRSERBEHTHBRERS Lz, win
IR B O A ¥ 73 & v F IR TER S M- 1T
B I NS0, REEKIIFIEAEKRBEN 2w, 1HH M
% 5-%%) L O9H H (7TH W R AEE5-%) oA » 74 v & » olih
WEEKOEBY T, HG4~6R MBI E =7 IE L7215, R4
RT3 59,

(ng/mL)
80

70 16.6.1 BEEEE
0] ol o R (g 2 L7 F = > 0 0.6~3.6me/dL) % 49 6 I S
i ) élfw émz H18HIICT H 1l 4mg % WIAB OIS L, S 5101 H g
0 A i H7HBERES U3, I e B 1 A B 126 ML S S D )
i ) AITINT S e BLIZEALEERDLNLVY,
= 16.6.2 FREEEE
o — e d JFFBE 52 (ICGras < 15.0~28.0%) % 5 725 IMLE i % 8461121 H 11l
20 M-I AmgZ I EZICHEPEG L, & ST HARSER M H 7 H SR
R S e o — B L72%4E, b ARBEsnEEREOLELIZEAL
v 015 54 6 5 10 12 2 30 (h) XD SN\,

B O H



16.6.3 =&
T AR B v ML S FR S (65~ 707%) 661121 H 1Ml 4mg % B A 12
PG L. S HICTHRSER S H T H B RAER S L7284, i
P VI ARRR I B MU E R DG E L 13 & A LT Ab%n&wf’
16.7 EMHEEIER
AFN T TR Y ERB OB LA S B (54~T4)%) 5B AHF
TH1M4mg 2 B EH IS L, S HICTHREREHTH B
ﬁ@?ﬁ%bf:ﬂ%b:}swf%\ My T3 2 R T AHI IR -
ISR L CHEIMIZRED BN v, F720 7 v FHIV g r ool
EPU%F@ZK B LA B AR K & B LA Lk
ALEIRD LN WY,

17. ERPRRUHE

171 BHERURLMEICET 558

(B EE)

17.1.1 ERERREER
M E, E RIS MTEEO & BE 2RI, THIE2~
12mg % — M ER IR B T8 ~24 M), —HHHILEEECTl312
A, PG RER TR 2452 ], R & bl S I
OVHE /5 MR E VS 33U 2 B Cld 2~ ), #E# L 7z iR
BRI BT, BREAR AN S 722 MUERED & A 7 B %)
RIFREDO LB TH B2,

I A TS OF)
MIEAED Y 47 et et | CHRATEIZR <
f;rﬁtqﬂgg’t 72.6%(606/835) 78.1% (606/776)
T 5 I 77.5% (31/40) 83.8%(31/37)
BrREE ) BMUTHE | 63.4%(26/41) | 72.2%(26/36)
DR RS T A 66.7%(22/33) 73.3%(22/30)
& @ 72.4%(663/916) 78.1% (663/849)

SRR INAUE (-20mmHg P 1) B ORI (-10mmHgPL 1) % {72 3755
A FIME C13mmHghL 1) 72356, H50wid, TRENTH >
T b, 150/90mmHg A (7272 L mﬁ%%%ﬁ‘ I W IILERE O A BEEE TR,
140/85mmHg A 2B L 7285
T, AKlE ffErEJ[ﬂlEf‘ﬁ% ’i’ gl U7 ZEEMRILEGRER O #
B RAOFEHEDSRBD 5T 5,

(IBHOTE)

17.1.2 EIA%E MHEEER
B OAEO B 2 F RIS, AFLH 1R 4mg % 2~ 48 R #H5- L.
ZO#%1H1IE8mg % 24 M $e5- L /e Z HEMILBGAER (77 R
D) OFEH, T U I T vy VEWMBERIER THBES L TY
L HEVIETHEREENTZLBBHLBEIH LT vVt T v

CEMBEHRHEANE R TAR LT 7 e R ek G L7726
D[ OAEHIER O & 752 BAL I D S BUIARHI B 514 6% (3/65
B THY. 7T KREE30.3%(23/7661) 12 A BASHIH] S 7
FAOAEAED 5N TS, B, LERBTH, V¥
) A (52%) « FIIRA (83%) 55 A3 H é nTwb,

MOOAEREIRDEALIT L Y ARE - A ET 256, 50wk, DA
A GROA, FIRAL. RERMAL 72 I 7 v ¥ v EHREERILEAR DAL
D MEPRIEAD) OB - B ALE & AT, #20R PLRE b Bk o AL % ik
Wty B e ERIREAEAL LB L 723
AHANP GHECBNTE8.9%, 7T L RSB T51.0% I i

RO BT 2 SGRWEHRA S NIz, 2 LAZDOEL
IHED R VDIIAE R D A XY SRR AR (L EME), =ik
e, —MMEEAREE S, MBEER) . 7T R ARTEIC 260 (AR A
DOPTCANGAT. MBEZE) . 5% 2 fIAE A3 AHIRE T 240 (i
FOHEE) . 77 RETIOCE BB Abhe, 2o
I HARKIRET A SN D EME), W ZEORE & LTI
ez,

18. IR

18.1 fEA#F

ﬁy?%wyy LR FOUVORBEEERIE. AR TIRIGEFE
BV THER LIRS RS NEERE A TV s v Lk
D, BRMEFEGOT v IF Ty v 174 T1ATY) ZHAE
KCBWCT vy I F vy v ERPL. Z 0% i e

MEHlT 22 L0k - TEST 2 KM EEIOBRTICEL 2,
EHIC, AT ZEEREN LR CTCOT IV AT v
‘Téﬁﬂﬁl IWEH S BEEERIC S L TwbeEX 63D
(n vitro. in vivo(J v 1))

18.2 L= - VAT UV RICRIFTE
e ML S R 74400 (R REME v M AES6H0 . BFRE S % 0k 9 i IfLE AE
HBFH18HY) 232, AHILH 11~ 12mgd AR 53R BR D5 5.

ML = M, MEE7 > o457 vy v TRERCMEET » Y

FF VY MRED EARALN TN RV 101D

18.3 D INFTENRE, BREERVBILARICRIFITE
ARTEME R LT RE B 1061 & R 02, AHILH 1I2~8mg D FAE
Rk N UNINEEN ?AGE,EJ]JIEEGM& Fo A OHER, K
M55 HEH D WA HIA S WM IE, O, 7 53 B 25T
ORI BN A S LR v, iiﬁu'l‘iﬁmEW%%llﬁJ

WZARHKILH 1 2~8mgd SAEH: G- OFE 4, (NIRRT

ﬁ‘{[ﬂomg\ SRERPR IR il 12 ,%nmzmh Hmm"a*l‘%‘_%%ﬁ@“
% ARFEVE B R B 1561, AHIL H 1HI2~8mgd 5% 5- @
REHL, BEFEREIC S IMIMIE R I BIE A SN w2,

18.4 1B OFRLBEDLCMITEESEICRIFTE
YRR EO B E RIS, AFALH1F4mg % 2~ 4R 5 L.
ZO%1H1E8mg % 248 ¥ 5 L 7- B MILERER (7T £ R
TR ORGSR, T VI T v YEREZEA THES T
L0 HEVIKERENLZERHLIBE LT YVt T
O EWEERIEANCR A TRAIE T 7 RS LA
ARAN P58 CAHN P G e UBRI 47l o A 3 2 B, A
AR ML OFERBIBHASLNT D, £/, &K
AP 58T T T R G BRI 5 o & 2 B, AR
E RN B W ER I DA R RPHIA BN T D,

19. BRI SICEET 2 IE{EZRIFR
—W% A FHNVE Y v L F v F IV (Candesartan Cilexetil)
1b#4 : (1RS)-1-(Cyclohexyloxycarbonyloxy) ethyl 2-ethoxy-1-
{[2 ~ - (1H-tetrazol-5-yl) biphenyl-4-yllmethyl}
-1H-benzimidazole-7-carboxylate
53 F 3 CssHaaNeOs
& 1 610.66
PR Aok T RTEOR K TH . BEEE(100) 12X
BIFRTL, A7 7 = VIZRREITICLL, =¥/ — )L
(99.5) 12T Ky KITIFEALEE T RV, A5 /=)L
B (1—100) 13 HEElE 2 /R & v, iSRS IEDTRD BN b,

T
o/<o 0
N /NQN
— |
N%O =N RUHRR
<CH3
22. @
(F7O7L Age2)

100%E[10%E (PTP) x 101, 500%¢[10%E (PTP) x 5071,
5008 [ 47 A, /N ]

(FO7L Aged)
100%E[10%E (PTP) x 101, 500%¢[10%E (PTP) x 5071,
5008 [ 4T A, /N ]

(F7O7L Z$e8)
100%E[10%E (PTP) x 101, 500%¢[10%E (PTP) x 5071,
5008 [ 4T A, /N ]

(FO7L x$e12)
100%¢ (108 (PTP) x 101, 5008 [# T A, /35 ]
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