202546 H YT (45300
% 20244E8 H L& T (4521

FEME T » U 7 v v v AR DA
AARERY HrFHvsyy Y LdFbeF v

FO0ILR5E2 -

Bk SRR
AR : 35

BAEEEAIMEES
872149 (§¢2. 4. 8. 12).
872179 ($e2. 4. 8)

ARES BR7chAta
21100AMZ00262

" 0 ® Apdy $e4 21100AMZ00263 X
207824
1Ly 58 | 21100AMZ00264

7"D Jopz'ﬁf 8 $e12 | 21100AMZ00265

IO0IbAiE]2

BLOPRESS ®Tublets

VIpIE S
i) R - RAF OIS I VTS L

2. BR(ROBEICEHEELEWI L)

2.1 RHN D5 Ll BB O BEALIE O & 5 ¥

2.2 Wl U3 HEIR LT W B Rk 0 & 5 K1 (9.5 B ]

2.3 7TVAXVL Y7 VERE 2 RG hoRR B (72720,
MDOBEERBEZT> THRBIMED T Y =V HFEL A
RoEHEZKRL) [10.1 2]

3. #ERk - MR
3.1 #
Wit 44 Ta 7L A2 Ta7 L AfEd
1§ E L
B | HTFHELE Y VLR FV | ATV Y YLFEFL
2mg 4mg

MY EQITTFTUT Y, ANVAT—AHINV T T A, BT
I FI7UELELT—RA, 7T T—L6000, AFT ¥
B~ 7 3 A FUHEKREI

Wit 44 7a7 L A58 Ta7 L AEL2
1§ 15e -
B | HFHELEY Y VLR FNV | ATV Y YLFEFL
8mg 12mg

MYEQITTFT T, ANVAT—AHIN T A, BT
) Fy7o L ra—2Z, v 72 IT—NL6000. ATT ¥
e~ 747 A, FUBKHIY, #a5s

3.2 WAIDMERK

WE4h Tu7VA2 | 77V A4 | 7a 7L A58 | Ta 7L 512

HE~HHH | T T2 | ) TnEni
TGOFMAY | WIEWEBOHE | WEOFHA
DFGE A OFSE | ) OFb

Fl o~

o - FE T,

q;, fomdy | G | e
\&J \&J \i2J

IR
1@5, fomdy | e | )

( ) ( ) ( ) (

EAE (mm) 7.1 7.1 7.1 7.1
JZ & (mm) 2.6 2.6 2.6 2.6
& (mg) 130 130 130 130

4. FHEEXIEzHR
(FO7LA$E 2. 4. 8. 12)
O=mEE
OBXEM=MmELE
(FA7L g 2. 4. 8)
TRORET, PoI470 Y 0 EHEBRHEEXNOHREHEY)
ThEWES
OtgM LA (BRE ~ 2 E)
x

5. MBERIGHRICEIET S
(g 0F2)

51 7 v 47 vy YERBEZRAERNRS X 2 HERTbI
TV WERIIBI 2 ARAOEMEIFER SN TE ST AH

=
=

. T VAT Uy vERBEHER > S ) BTG T 5
ZLEEMNET S,

5.2 7YV T VY VERREMER ORI T 5 R BEIIBT S
KA DGR et BT v I T7 vy VEREEFEILE
& ARFHN % B U 72358 OATRE R OV R RERE S T uir v,

5.3 NYHA UDEEREHE IV OB PR OA 4 BB 0§ 2 AR K o 4
AENL LT e v (TR 22 v 6

6. AERUVAR

(S MESE)

BA
WH, RAICZIHIN A > FHvsy Yy Y LdtkF e T4~
Smgx RIS L, LEIZSL12mgE THET S, 27L&
kA L) BA1id, TH1M2me 2 S5 2 Bt L. SZEI
U8mgE TR T 5,

Uy
WH. Uil L6 R oM HIE A Y7V sy v YL F
tF )L & LC0.05~0.3mg/kgx #EI1#% 53 5,
WH, 6D Eo/RBIIEIHLIRA YTV YL d e FOv
& LT2~8mgZ RS- L. LEIS U12mgF THET 5,
L. BEEZEISAICE. BHEISEGZHBL. &
FH U C8mg THIE T 4,

(BREMSMEE)
WHL RANIRIHLIEY Y F vy Y LFeF e L C2mg
P OROPES 2 HE L. LEICIE U8meE THIR T 4,

(B ORE)
WHL RANIIHLIEY Y F vy Y LFeF e L Cimg
P OREITHSG ZHG L. LIS L8mgE THETE %, 4B,
FHIE LT, 7y IF T vy YERBERHERDINC & 20
IRk 5 2 &

7. AERUVAZICEET 3R

(SIMMESE)
NBIZHEE T 2 HAIE. RAOHREZBZ W L,

(B0 E)
e 5-BAAAIEE O YU U ML AS120mmH g A 0 B, B2 0k 9
B, FRAZEH LW 2 BE, OAEOEEEOR VRS
12, 2mg/ HA o352 MB35 2 Lo 2mg/ H¥G- 1%, R
JEB O EITERZ T 2 AAEM 2 MRS 5 HIYTH 5 o T4HH
BRI TITbVwZ L,
AHOEGICEY, —BYOZEE MR 2RE I THE D
DT, MEFG-H, & 04mg/H. 8mg/H O &I,
MEEHEO#BZEZ 4512979 2 &, [9.1.3.9.1.4, 9.1.7, 9.1.8,
9.2.1, 9.2.2, 10.2 &M]

8. ERLEXRIIRE

(RhEEHE)

8.1 BEIE/EHICES DTV, S6D2EWHOLDLNLIENDHD
DT, BEPMER. BB OMIRE G Z ) R B 2 5
KIEEESEL 2L,



8.2 FMIMI2AM G LW EREF L, Ty I+ Fry
v ZEAERETAE S O BFE ML OCTR L= -7
VYUK F Y ROWRIEHEIC X AR E R MTAL T 2k 2 3T
REMED S %o

(B OTRE)

8.3 MiH. V¥ ABA., FRAGE LT 5. B, KAl
HHE 5o PRI L Tne v,

9. FENHEREHFI2BREICHATIEE

9.1 AHHE - MEEZEDH 28E

9.1.1 MAIMBEREEDH 2BEXIHETCEEHRKXEDNSH 2
B2E

HRERG 2BV EHB SN YA ZRE, 8T 5 2
Eo B R O R RIS BT O TS L ) 2 B R R
LIS BENDDH S,

9.1.2 AU LIMEDEE

HRERG 2BV EHB SN YA Z R E, 8T 5 2
Lo WAV Y AMIERMEI L BENEDH S,

F720 BERRERESE, oY Mo — VAROBIRFSIC I )G Y
7 DS R D R VHEFH TR, IS ) Y AMEIEE T A I k.

9.1.3 BELRFBEEEIDOERE

(EMESE)
ASRERIVEHBL, WET A ME. Bk 0BG oIRE
ETICBE L2 OHAIITY 28, FIUCIHEASATIAL
TL. Yavr, i, —BYoESEERLTHRIEOIKT 2
ZTBENDD S, [11.1.2 5]

(Bt oTE)

MIE. BHERE. AMOBENEZTE V5) ROTBHOREE
T BE L oG 2MG L. HECHETLI L, 2
RIEKT, BREKTHL2WIEEMERITBENID 5,
(7., 11.1.2 8]

9.1.4 EF MUY LMEDEE

(&MESE)
LEPOSHIEL, WET A GME. B L OB E o IRE
ETICBE L2 OHAIIT) 28, FIUCIEAS AT
TL. Yavr, K, —BYoEMEERLTHRIEOKT 2
ZTBENLD S, [11.1.2 5]

(Bt oTE)

MIE. BHRE. AMOBENEZTE V5) ROTBHFOREE
T BIE L oG 2MG L. HECHETLI L, 2
RIEKT, BEKTHL2WIEEMEREITBENID 5,
(7., 11.1.2 8]

9.1.5 DARLDEHE

(&MESE)
ASRERIVEBL, WET A GME. B L 0BG o IRE
ETICBEL LS OHAICIT) 28, FIUCIHEASATIAL
TL. Yavr, K, —BYoEMEERLTHRIEOKT 2
ZTBENSED S, [11.1.2 5]

9.1.6 KENRFIETEE R (LFAEMBREOHED H 3 BE
(Bt oT L)
BEDOMERT 2R T L, ERFEATE2BZNDD 5,
[11.1.2 8]

9.1.7 BILEDEE

(Bt oT L)

MIE. BHRE. AMOBENEZTE V5) ROTBHFOREE
T BE L oG 2MG L. HECHETLI L, 2
RIEKT, BHEKTHL5WIEEMERITBENID 5,
(7., 11.1.2 8]

9.1.8 NYHA D#EEMEIZEOEBNEEEDEWVMEHOTRLES

(Bt oT L)

MIE. BHRE. AMOBENEZTE L 5) ROTBHOREE
T BIE L oG 2MG L. HECHETLI L, 2

ZIMEMT, BEREEKTHL2VIZENEZEZTBZENLEDH 5,
(7., 11.1.2 1]

9.1.9 EFBABEDREENDH 5 8E
9.2 BipelEEEE

9.2.1 BEBEENH2EE

(B I EE)

AR VBB L. MRS AEAIME, B & 0TS o IRE

TS BB L OHmAICT) 2. FRICMEDS S

TL. Yavr, Lf, —BEOERELLERIEOIT 22
CEBENDDH D, [9.7.3. 11.1.2 8]

(B OTRE)

ME. e, BlLOE(NEZ70E V%) RTEZOREZ

FHCBBR L Ok 52 MGl HECHETLZ L, 2

ZIUFEAT, BREKTHL2VIEEMEZ R TBZENDNDH 5,

B O EOHERRBRICB VT, BEEO GBI %

HOERTH -7z, [7.. 11.1.2 2]

9.2.2 MABHRDEE
(B I ESE)

P X VB L. MET 256 MERTEZEORELY 4512

BIELLENLEAIIT) T L, FNICMENZIITKT L.

Tav o, KA —BEEOEMHEERITBEINNED L.

[11.1.2 4]

(B OTRE)

ME, BMOEE(NESZTE %) ROTBEEOIRELZ +512 8

BLANLEGZHEL, HEICHET S L, AWk T

ThrbVEHEMEzEITBENEH L, [7.. 11.1.2 B3]

9.3 FipeEEEE

RN SEG RGBT AR EHEICES T 52 L, ST

L5 2BENDHs, T2 HERBWH v FHVsy v 02

TIVAMPRTT LI EIEEINT VS, [16.1.2 ZH]

9.4 £IEREEH T 5%
9.4.1 IEIRY ZFIREMD & 5 &k

HIRL CWA I EIIRENT T v VF 7 v ¥ YRR E

HXET vV F 7 v vy TZAERERA 2 4R L. RIE - ok

WA (EARE, W - i - BoBRAE, HEH) RO

SNFPDBWE SN TNEY Y,

KA OPEG I H NBROF D ZE L TR 0

T2 EE KRG L. B L of A% Ll &kl

ENLHHECOREGTTHI L, T HGPLELEAIZ

ROEBFHICAET S &, [9.5 8]

(1) AFIFE GBIATN TR L C W W 2T 5 2 ko AR
Hd, HRL TRV L 2@ MRS A2 &, H5H
WHEHRAS I L 7255601213, mB IS 2 k352 &,

(2) RDOFIFIZONT, RAFEGFERICEFICHI T2,
7on BEPL LIS LHT A &,

HEIRAICARF R LA, BRI - BRI R R
FTIVRINHBI L,
CHARASHI L 22 3B b N B A3, R IS R ICH
HKTprZk,
IR E ETE T A A, HMEICHKRT S 2 L.

9.5 1Fi%

IR IR L C W AW REME D H 5 iz L nwz b,

Pe G TR DSHI L 72381203, b IS5 2 k52 &,

IR R ORI 7 v O 7 v ¥ v ISR ERERH T 7 ~

Dk T vy UEREERMERN %Y S N BE TEREAGEAE,

fGIE - B o T, FrAROMIME, A4, WY 7 A UE,

TR OTLRAE R OFEARKEANEIC & 5 & HER S 5 DU O,

HEFHOEE. MOKEREND bz OMEND 5.

(2.2, 9.4.1 1]

9.6 RIL4w

ALV EDREE Lo Ty b ORBEN K OEFLINIIAFH
iR &S-9 5 & 10mg/kg/ H UL EORET A NI KEE
OFEERMABBD 5N TVDY B, T v bOHREN O A,



BB VIZEII O RATAH 2 G- L7z

Bt

kg/H CHARIKEIEDRIMATED ST b,

9.7 /IR

9.7.1 AR ARE M, BRI IR (LR 2 g & L%

MR O 2t & L2 RRRBE I L TWv v,

9.7.2 SxIkMAS#E (GFR) A¥30mL/min/1. 73m?A:di 0 /N 45 % ) 5

E LA R O 2 Rt LR IE i L T v,

9.7.3 EHRRE M OMLIE 4 ) v MMEEERIRCBE T L Lo AR
WEMED 2 LB ve KR, BRI
2 RATTIRE R, BiK) OBZITAKE RS T20h6%

SEO) RS IUTE CTUEE B

=AY

e

MiEA Y 7 MMEZ LA S LW RMED D 2 MK &P 5

LERERTAI L
.8 EEE

—RIHEORIEIZIFE L AvnE SNTWwD, it S5

ZhHBTNDD S

10. #HE{EA
10.1 GERAZS(BAL

o [9.2.1, 10.2 ]

KW &)

W3t d 300mg/

AN A

BRPRAEIR - $h I

BT - febal T

TUAFL 7<)V
VA

Ol bR 93 B Al 9
LY. 1272l b
DIFEHE R EIT > T
bhRBIMED T~ b
= AFELLIAR
DEEZEERL )

(2.3 3]

B A R S N g
REREE. &) v A
SE K OMRIMLE DY) A 2
HMAHLE SN T2,

Vov-TrVE Ty
¥R B E AR AT B R
NDWHENED D %o

10.2 HERER (BrAIC

EBTBL)

AL

AR - 45 7

B - ek

A 7 DARFEERR A
AT /527 b
MY T ATFL U

7LV Yy

A1) 7 KA H

[9.7.3 2]

LG 7)) 7 A DS B 5
THIED DD

KHDOTIVERATT ¥
SHIPIEIEIC X D A
Vo 2 E AR T AR iR
T5HIEIZE D,
fa bk 0 R I AR
BEED D B BH

F BRI FIRHICHEE 2 20 T IRIRA CTHEEZZ T T
FA=E Rl WLEBBEIIAFAEZDO|VDLEBHEICIFL = Uik
MU ZzuavxAFTI|THEST A5G BEESITEL T b BE
k4 TEM B R T 2 B2 N D% <. AFADPERL

[11.1.2 1] WHDBHDT, LEIS|RT WV,

BtH 3 % 7 S E | GBI T AR R FR
5452k, PG &G LB

TVAFL Y 7 VIRE ERERE, AV A L=v-T Yy IFT vy

[9.7.3 ] ML E B ORI 2 42 2 | > S BH 55 1 T A B il &

TBLINDDH b, eGFR
25 60mL/min/1.73m?* &
i O EREREREEOH B
BHE~NOTYVAFL ¥
7 < VIR & o fF I
DWTIE, EFHE LR
RV EHB SN D
WLaah&iErsz e,

BN D % o

TyIAT Y s ERERERE BAY Y

i 5 FH 55 ) 2L RE B OV I % k2

[9.7.3 8] ZIBENDD D,

) F A Y F o A S| EIRMEICBIT) T

nTws,

L DOTHRIRAIEGE S N2 o

AN

T RAEAR - i1 )5 3

B - fabE T

KOEHNZ XY B E
BENTVWAHE
LHrvyrsFrvv
TR L EH R OB
ST

(2) W —TFRAF O
71) 77 DARFEERI IR A
[7.. 11.1.2 8]

8 RO 4 0 R BB
TIE, Lo PRIz
HICAHZIMNT 5 &
THLHH HbHDE
e ORI 1= o> 7t BL A 2
AV POFREDN R
BT 20138
Mz THEENDDH 5,

1 v=r-7vv%75
v v SR AR s
REND DD B o
(2) FURAITHEHE % 2
TWwWHHEFIZIFL=
WEEATLHE L T % 8
BTN% L REDVER)
Lg v,

fe B IR - ok 7 U
o BHE, KF MY
v A AE O B RIE
® B H. NYHA LB g
5338 55 oo LE i Y T AE
FED m RO A A
H. HREOD D BH,
MLEENT P O B

JEA T T A VRN g8
s 7 (NSAIDs)
AT T -

P FE AR 39859 5 % &
WD %o

AT a4 NN R
i AU DR R AR &
H$ATuRY 7Ty
VYO EMET S
ZENS. BIEET %
WSS DR D
HeEZLNTWA,

HEDH 5 BH TR,
SO ITERRE A EAL S
2BENDDH B

JEAF oA FEDY S
WHloOTaRy 7T
T UABMEERIC X
L/ = 1777/ 1 R 43
TbrEEZz T,

1. BEA

ROBWERDH HbIDZ LW HDT, Btz Hridrv
BRSO H NI G 2 ks 5 % Ll R AL E %

1.1 EXLEEA

11.1.1 MEZEE FHEEAH)
B, VS, . W - MRS ER 2 eIk & 3 A A FED D
S5bNBET LD b,

11.1.2 23y 7 EEARE), K#E,

LR EED 0. 1~5% )
WG e, BERIERAEAIH S b EITIE, BB ICE %

42 -

WEE4TH

Ly

N IR

-

'ﬁ‘f)\-— o

BREERHEAN, 22721

o [9.1.3-9.1.8. 9.2.1, 9.2.2, 10.2 ]

11.1.3 2MBEE HERY, 7272 LEROALONE130.1~5%

Al

11.1.4 AU LIE

(HEEAHT)

11.1.5 FFEReRES. =E CGHEAW)
AST. ALT. y-GTPD L AEDONHEREREEA D HbNL I DD b,

11.1.6 EFERBREE CHEEAW])

11.1.7 HERUHBERE (HEAH)

AT, BT,

CKLEH., MR I+ 7 ue >y EA 2k

WL 3 DRBMRBESD 5bND I ERHLDOT, DL

YA B IS 2k U, EY e0LiE %

11.1.8 FEEMR R HEEA)
A WMk, DTURPREE, HEE XA & PR O MR RS H &
bNBIEDRHLDOT, 2D BEAICEES E kL, &

BV LA OGO Y) 2 MLE &

11.1.9 {KIM¥E CHEEARW)

BEFT I 22,

42 -

’fTO\-C‘:o

Pt S

179 <

o

WiT. FORR. LPET, EE, EikE

FENRD O DN ARG 2L 2 2 Lo BERM BT

DEHETHLDONLR TV,
11.2 2O OEIER
(EIMEEE)
0. 1~5%Aii 0. 19% A AR

JBABE %, B BB, T,

S
TG B % DIV, 55D X, VB SA, | WM. OB

BiFE, 13TH B
RS | B0, BEHEK. AR, RS & | o Lo

DL ONE




0.1~5%Aii 1% A il BUEAD]

F
fuid
| o
E]

HALE ol MR, EHRORR. HEEAR
P, LRGBS

JHF-Hisk AST. ALT. Al-P. LDH.
y-GTP® L&
ML R, HIERRA, HIEREZ
UFREERIZ . I/ IMRGRA
Mk BUN, 2L 7F=r0 L5, &
FR
*|Z o BRI, B S, BUR. (K MU 7 AdE, | HHS. B

THE. L s )y A b B, WA |
Baa L A7 u—)V F&., IfiHCK
5 CRP A IR EE B
JIIRER A AV S ¥

(g LTL)
B OAEFITIIEMEBNIIIENT S 5A, 5H60E, KL
JE. B ROCRIMEDS D bbb <, M, Bk
CHIMOIEE(NEZ T V) ICRET 52 L. Ab. mILE
SEDS A OREIWERIC QIEEDSLHETH %,

5%LL k. 0. 1~5% A SHEEAR ]
B A VH L BAARILE, [ F v FRIR. By HIAMIGE.
ENCToRS 13CTYH
R AR B, MRS, IR, BHIERE, L
WAL BRI 3 ST N U NI R0 N
138, WREEEEE ., MRk, RN
ik, H AT
T y-GTP_ |5 ALT. AST. LDH. Al-P® F5
iR AHli FHERIEA, WFRRERE 2. i
BB, MRS
e BUN. 7 L7 F=|&AR
DR
*|Z DAl M) o A b5 (BRI BT B AR, B B
Mrp R BSO8R, a L A7a—v R,
ICK L& F DYy AE, iSRS >
Ve %,

14, BHLEDIZFE

14.1 BHZMAEFEOEE
PTPREDIEAIIPTPY — b 25 ) ML THRM T2 X 9 IFH
$AH5Z L, PTPY — OB I Y, BB ERA R B~
FAL. TSI E B 2 L CHERET 955 o 15 2 & 0HE 2 OF
KT BHIEN DD,

16. EWEEE
16.1 MigE
16.1.1 R{E#®RS
AR FE P w5 M HE A R 8 (38 ~68%) 12y 1 H 1Ial4mg % $A A #2124
BPEG- L. S SICTHARSEREHT7H B RERS LK, wih
IR B O A >~ 73V & K OIRGHER S M- 1T
PRI E N 525, REKIZIZEAERB SN2, 1HH M
4% 5-#%) K O9H H (7H B REEKG-%) 0 > FH vy 2 ol
WEIERO LB Y T, FG4~6RBICE — 27 IE L8, R4
[ 120 e R

Ny
(ng/ml) ')
807 HN
] ¢
0 0 O
601 HO HO
i 50— N N
)—0~~CHy N>:0
— N
40 X
e 307 ATV v M-I

554 6 8 10 12 2 30 (h)
PG OWE ]

Cmax  Tmax AUCo~30n Tiza Tizp
(ng/mL) (h) (ng-h/mL) (h) (h)

oo 1HH 551%19.9 5.0=1.1 428+91" 22+14 9.5%5.1
hY TG v
oo 9HH 55.7+14.1 4.5+1.3 509=151 2.0%0.7 11.2+7.2
e 1HH 83+27 8.0+1.9 136+48” —— 8.9+2.6"
oo 9HH 10.9%3.4 6.8+1.5 197+64 —— 13.7%6.17
a)IYN— AV PEFTMIZEDHEE L7, CrIgfi £ MR, n=8)
b) n=7
16.1.2 Mg H>FH L2 BEHREE% AL 7= Population
Pharmacokinetics (PPK) f&#f
TEHE RN FHE~R168450, AR TR 155 0L e O i i A T8 P v ML
SE B H IEA30H, B REE AR D WL B 18, R &
9 R IMLERE 8B, 52244514 515 5 722,886 K DML 7 ~
Ty RN EMEE VT, P FE RE, IERERERR A
(AST. ALT). "EHmeREE(MEE 2 L7 9=, BUN), IiH7
VT I VR OEIMEDHIEE TNV DI )T 5 VA,
SATER MINAL FTRL ) 7 4 EORMYEERE L
ToREgE, BFRESE R (ASTE>40 U ALTE>35) IS8T 2 0 T
T YADMBET T 5 LRI N T 5, [9.3 5]
16.3 9Ma
(MCIA v 7Ty & e boOIE. 4% MLET7 VT I 2 EHR
IR L 72RO\ A ERIE, & BIC99%LL ETH 5 (n vitro) o
16.4 {3
ATV YLFEFNVEANVKEFINVNIZAT T —EITL
DGR A > Ty AR E . 2 5IC—E825CYP2CY
12 &0 IEEPEACEH Y M- TR S 2 A%, AR B I A3
WCARH e L7z & & OM-1 O A & O R R~
TN Y 2 O ORI ARG CYP2C9D
BETNC X B2 H O FHN Y v DI EEANDBBI v E
EZErbhbd,
F720 AT VY VIZCYPIALL 1A2. 2A6. 2B6. 2C8. 2C9-
Arg, 2C19, 2D6. 2E1. 3A4DOfCHTEMEZ B L v (o vitro) o
16.5 HEit
ARTEVE 5 MU A R (38~687%) 81 55 i A Rk w3 111 i J (65
~T70i%) 651, BrBEE A2 AR S AE B E 18], BFREE AR &
IS A 8FIC T H 1Bl dmg & F &I 5- L. 2 5I121H
RIERMHT7H BB S- L 72, wWhed IR RZE LRI
M S, WA O A v v v KO IEGPEC M-
OIS NS, FG2URME TORPH > TH IV E 2 L TOM-
1T DAEFE S AR TE N 5 MR B T ~12%. e i A B 1 155 1
JEREBE TIE10~12%. HFREE % 0 5 Sl i 85 TH10~11%
THO, 1FEALEGRD RV, BREEZ ML) BIMERERE O
JREEEI R, M 27 L7 F = »3.0mg/dLYL EoOBHF TIX1H
H1.1%. 9H H1.8%C. IiEZ L 7F = »1.5mg/dLAIi o B %
BEIEHBICTIXIHH6.8%. 9HH9.3%THh - 72,
Vo GRS oM, Rp PR 5 AT, RENS
S R A B o I R PR 5 2 A ) s I e
N OB AR ) S e & D ICE RIS sk
WwWeEZHNBYT,
16.6 BRENDEREHIHEE
16.6.1 BEEEE
RS (g 2 L7 = 1 0.6~3.6mg/dL) & £ 9 i R
H18BIZ1 H 1Bl 4mg & B A AR G- L. S 51T HIKSE
H7H B RS U7z, P i BV A TR 5 I e B35 D By
HLIFLAEEFED SRRV,
16.6.2 FFEEEE
FFRESE (ICGri5 © 15.0~28.0%) & £ 9 w5 1L AE L #8BIZ1 H 11al
Amg % IEBICHEIE G- L, & ST HARSERE H 7 H K%
L7200, MR i ARRBE S E ST oG EI3L AL
D LNV,

TEH #5-H

M-I




16.6.3 SmE
T AR B e ML A FR S (65~707%.) 61121 H 1 [El4mg % BH A 12
WS- L. S SIS HRSERE H7H RS G- L7236, Il
TP AR S A R OB L 1T & A L EIERD S hind,
16.7 EMHEEIER
AFNY TF T AP OB LA S EH (54~T45%) 5B AR
IH1EAmg % W1 EH IS L. S OIC1HRESREHTHH
PGS L72BRIC BT, i Y I % ¥ ViR AR I
FRICILE LTINS, /20 2y FH Vs Yol
PP O B AR B e ML S R L ARK A B G L A e 13 e
AEFETRD SN,

17. BRERAGIE

171 BHERURLEM(CET 255

(S IMEE)

17.1.1 ERNEEFRZRR

B SE, BEEMESIMEEO&BE L SIS, 1H1R2~
12mg % — M B R 3B T8~ 24l . —E E ML <1212
SR, EUPGRETI324~528 . BFREE 2 0D & E
OVIE RS MLESE LS B30T 2 BBR T la2~8M A, RS L 722k
RERIZB VT, BIERD R AT S 2 WIMLERE D & A T HIATR)
RIIRFEDOEBYTH DY,

TN (T RE [* =
EERD S 4 7 NN ARRED)

CHEARE &L [HEARE 1% B <
f;; @;ggm 72.6% (606/835) 78.1%(606/776)
T 5 I 77.5%(31/40) 83.8%(31/37)
BRESE &) mIIEAE | 63.4%(2641) | 72.2%(26/36)
DB R LT A 66.7%(22/33) 73.3%(22/30)
& gt 72.4%(663/916) 78.1% (663/849)

SR U L (-20mmEg A1) B OSBRI IMLIE (-10mmHg Bl ) % i 72 5 3
£ PIME ((13mmHghl 1) 2723 a. &b vk, FHRENTH -
Th, 150/90mmHg A (7275 L. ks % 0F 5 B IUERE D A BB E Tk,
140/85mmHgA:i#) 12 I L 7234
B, ARREERIEEESSE 2SR L L EERILBRBEOR
By KAV BD 5N TW 5,

(Bt OTE)

17.1.2 EIRNEE MHHEER
BV BE E RIS, AFLH 1B 4Amg % 2~ 485 L.
Z D% A1E8mg % 24:H P 5 L 7z I E MG (777 2 R
W) OFER, TV VA T VY B REFEER THRBE S TY
L HLEVIRBEINZERHLEHEIN LT YV T v
T UERBERMERICRZ TRAIIE T 7 v R e ikh Lo a
OLUAREHER O 5 727 BAL * O 5 BUI AR K 5- 4. 6% (3/65
B TH Y. 75 EREES0.3%(23/7661) 12 A A HH S
KRADOHEMEBRD SN T WD, B, EidfTid, V¥¥s
1) A8 (52%) . FIFRA (83%) 0 EH ST b,

SOLAAERO BRI X ) ABE - MR ET 296, &5 VIE, LAAHE
A EROHL, FURAL, TEARBAL 7> V45 > ¥ v B HREE RS DA
OMAPEHEF) O - B 2 AT 238 05 DU b RO ILE % §
Fes B hr e & EIRBEATEAL & HIT L 22
ARANPEG BB NTE8.9%. 7T L R GHEZ B T51.0% 2 i
EMRAEHORE 2 GGRTENPIA LN, /2. DAZOEL
WZRED R VML R D A X2 N DSARHIEAB) (OB, ik
oo, MRS, WEEE) . 7T v R0 (A
DOPTCAMAT. WAEZE) . HE 2 B ASARF B C200 (kR
E, HWEE). 77 RECIH (T BEE) Abhiz, 2o
) HLAKIBETH S N LEME), WMEEOER & LTI
E N7z,

18. g

18.1 1EEF
AYTHNE Y Y LF T VORI EARNTIRIGERE
2BV THR PTG R S WGHEARB 2 v T vy v ek
0. FICMAEEEHOT > IF 7 vy T4 F1(AT) ZHAE
WBWCT v V7 vy T ERPIL. 07 4 I g

MEPHT 22 L2 X > TET 2 KM MEFEILOBKTIZL 2,
EHIC, AT ZEREZ A LZEIETOT NV AT 1 vl
T2 MEEN S BEENIC 8BS L TCwb e EZ 5P
(in vitro. in vivo(F v 1)),

182 L= -7ooAF U RICRIFTHE
TS MLFE A FE A 740 AR REME W I RES6 1. e & £ 5w IIUE S
HBF18HY) 2 1R, AHILH 1E1~12mg D AR G- BR O .
ML = M, W7 o5 v v v TIRERCMSET v Y
*T vy Y TRED ERHH ST V01000,

18.3 LINFTENRE, BWAER VBNILREICRIT§HE
ASTENE 5 ML SR 106 & KBS, AT H 1EI2~8mgd S A
HoofE R, PEREIITE., REMIE QM T, ARO0mER,. K
ML HEHL D WA H3A 72T IE, O, 72 52 B 25
SRR I I BN AR SN\ AREYE R MEfE B H 1161
WZARFIT H 1 2~8mg D SAET G- DR F. FEERFIC 3 Bl HHT,
B, SRERRIEEE IR A SN, IR 2 A
2 ARGV M AE B 1B, ARAIH1F2~8mg D S AEH 5- 0
FEE,. BEFERRIC S MR IS BB A SN nD ),

18.4 B OREBEOOMITEREICRIFTHE
B RO BE 2 RIS, AFIH1E4mg % 2~4EH S L.
ZOH%1H1E8mg% 24H M $6 5 L 7z I EMILEBGAE (79 & R
W) OFER, 7 UV T v v VEMRBREIER THBES L TY
B0 HEVRERSNIZZERDLEBH LT VI ATV
¥ UBEBRRERNCR A TARIDUL T 7 v RE RS L7256,
ARFN e -1 CARFN A G- HT S I U BR300 A7 3 2 B0, A2 SR
MR R O DWRIEDOHE R B BASNTVD, T2, &
P G CT T T R GBI BRI 5 8 o 3 2 B, A%
PRI R DB O BRI HRA LN T WD,

19. B ICET 2 IEEZRIF R

— g% TV v L F LT )b (Candesartan Cilexetil)

1b42% © (1RS)-1-(Cyclohexyloxycarbonyloxy) ethyl 2-ethoxy-1-
{[2 ~ - (1H-tetrazol-5-yl) biphenyl-4-yll methyl}
-1H-benzimidazole-7-carboxylate

413X ¢ CssH34N6Os
71 1 610.66
PE R AR ofR L3RR KR TH 5. BERE(100) 125
BIRTL, AF = VIZRRBEITFIZL, 7 /=N
(99.5)ITHIFIT &y KITIZEA LT RV, A5 ) —
I (1—100) I3 HEEE 2 7R & v, MR Z TS RD 5N b,
s
[} H\\ CH; O /O
LA,
N
N:<O RO T
<CH3
22. ‘ai
(F7O7'L Z2§z2)
10082 [10%% (PTP) x 101, 5008E[ 475 A M. 73T ]
(F7O7L ZX§zd)

1008 [108E (PTP) x 101, 500
50058 [ 47 A, 3T ]
(7O7'L 2§z8)
100%£[10%E (PTP) x 101, 500%¢ [10%¢ (PTP) x 501,
50058 [ 47 A, 3T ]
(Fa7L R§E12)
100%£[105E (PTP) x 101, 5008t [ 45 A M. /5]

$E[105¢ (PTP) x 501,
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PrEp et b REREMIZE S, 2017 5 47 : 1353-1355
FEMEIH At - BE IR S E A AR AR . 2021 5 29 © 49-54
KEERAR AL« SEP0 & 363, 1996 ; 24 © S875-S888
g AR Al BRRIRSE. 1996 5 12 : 2413-2428

B W BREESE. 1996 5 12 : 2429-2441

RS TR Al : BRIRIRSE. 1996 5 12 : 3333-3352
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e BURS Al : BRREESE . 1996 ; 12 : 2213-2230

e BURS A« BRREESE . 1998 ; 14 : 2765-2800
FRAMHES il : BRRIESE. 1996 ; 12 : 2297-2322

B B i BRIRIRSE. 1996 5 12 2323-2341

TS TR L : BRIRIRSE . 1996 5 12 : 2343-2371
PR b BRIRIEESE . 1996 5 12 @ 2373-2392
PR b BRIREESE. 1996 5 12 @ 2393-2411
seBURS Al : BRREESE . 1998 ; 14 : 871-918
MRILAGHT i @ BRIRIRSE. 1996 ; 12 : 3299-3317
IS il BRRIRSE. 1996 ; 12 : 3211-3228
RRILSEERR Al - BRREESE. 1996 5 12 : 3229-3264
FFHEFS At SEHE &R, 1996 5 24 ¢ 2215-2220
A ST Al ¢ SEFL &R, 1996 5 24 : 2207-2213
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SUERRSETT

HHF/IN\EaxXAatt

K R SR BB TP T B 1 % 13
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