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2. **E

2 SR

(RDOBECIIRELAZNI L)

2.1 AFN DB TR U IBBEUE OBEEIE D & % B3

2.2 [ERSOIIEIRL T alaetE 0 & 5 2tk [9. 5B

23 FURFL Y IRIIVERZRETOHRFEE (2L,
DREEBERZIT> THRBMEDI > bO—LAFEL S ARD
BEZER) [10. 128H]

3. HARE - MK
3.1 #8mk
T TINTIVEY 8| T DN TIVEY i T PIVHIV Y 8
/G 10mg k=7 | 20mg h—"7] |40mg h—"7]
15 o TIOWTIINE L |\ TN S | TOIITINY
BEIERGS | ceeeeeeeeeeeens 10mg| ceeeeeeeeeeeees Q0Mg|  rreeeeeeeeeeees 40mg
By LY/ N A B - S LY/ N A B - S T LY/ N )
TonaysFrSlEoay sy S| Enar sy
o keROFOS| D fEEEVO—| 2, fER)lLo—
o))l o—|A, bEROFT S| X, eEROoFI S
2, xryod=)yioE)l ) o—oE) ) o—
6000, fKEMEL|Z, v Od—)L| A, ¥xrO0d—)L
IR ROoF 7o E)L|6000, (K (6000, {KEHE
o~ tilo—x, XAF|koF>Jo)l rkoF> ol
TUCEB TR o —X, XAF|)ao—X, A5
A, BETOXTYIERTRU|T) BT R
O—Z, BtF# oL, 70X T4, BE7DOX
D g (4 B2, e F v o—A, BILFY
B =R sk | = Eebsk fg% = gL
3.2 HHI DR
W74, TINHIEY 8| T PINBIVEY V| T OIINTIVEY g
st 10mg 'b—7] | 20mg b—7] |40mg k—17]
FE4R - HT HERGORMEO | MFEOHRAD ORI | EEOHRAD OEMKO
NI AT=T4 VTR TAVAT=T4 V08 |74 V=T 1 Vi
20 Y2 40 7))
Kk o 7o s - -
#or | m 10 h—17 20 72 40 72
Yy v—=T | PIIF F—1T
% E» &»
ww | ® | G ED &®
I — == ==
, 8.2,/4.7 9.1/5.1 9.1,/5.1
HEMmMm | ewmm) | BRER | BEER
JEZ (mm) 3.1 3.3 3.3
B &= (mg) 106 130 130

4. FHEEX(IZHR

= I AE

** 6. RiERUHAE

(BIFIE)
(AA)
WE, AT 2Ly > E L T20megZ 1 HIERE O 59 %, 7%
B, i ERICE DEEERT 200 THERRGRIZ40mgET 5,
N
HE, R EO/NRIZIE. T ONYILE > & U TRES kg R DB &
132. 5mg. KES0kgPL L DEEIE5mg D1 H AR 4% 550 & BAlET 2,
BB, Fif, ﬁ‘% SEIRICE D J@ﬂimﬁﬂ‘% 2 1ARAHRGRIIFE
50kgA TGO E1320mg. RES0kgLl EDHFEIF40mgE 9 5.
(TLIWHILE /ﬁ10mg Mb=21 7 /)lz'U')l/’S' ~fE20mg [ h—7 1)
(/J\)E)
JE. 2L RO ARO/NRITIE, T2V y > & L T0. Img/kg
(5K2.5mg) D1H 1@1’5‘1:1&5753 SEIET 5. 72, Fifin, (KEH,
ﬁ?z K OEHERT 200 1HEAEG#IZ0. 8mg/kg (FHKR20mg)
9%,

7. FIERVAEZICEET IR

RN TIE AFIORERNREZ R L. AHE H Ol 2 I
THEEDBIT, 20mg LV EMAENSOHBBEET S &,
(17. 1. 1]

8. BEALREXWIE

8.1 BEEMICEDSDITWN, S5 DENHLLNDZIENDHDID
T, EPMEE. BEEOMERSERZE D R IRIET 2RI
HEEIE5ZE,

8.2 FifHi 243 E L anwZ ENEFE LW, Yo OF T2 >
O ZAEEPIFRS D OB, MR OFHRPICL = -7 2
T2 ROMEWEMIC X 2 @R MmERT 28 2 3 gtk
H5,

9. BENDEREETHIEEICAT S EE

9.1 AHHE - BEREDH D EH

9. 1 1 EAINEESIREEDSH 2 BEXIIAETBHIRIKEDH 2 EE

BIEEPDEERWEHEI SN2 GEE2RE. FHISRTS Z &,
B R O RERER A BIE DK FIC L D 2 ICE e B S
BLE2BENLDH 5,

9.1.2 SAUUANEDNDEE
BEEPDEERWEHIEINB GG 2RE. HHAIIETSZ &,
=AY Wbﬁﬂf‘%imﬁéﬂ‘%?o%ﬂﬁ\%éo
F/o. BHGEREE, 22 MO— ) RROERFSICL 0 mEN U Y
LMEDELZODRTVEE TR, MEHY I LAMEIEET S &

9.1.3 HMIMEREDHSEE
%E@Bﬁlfﬁﬂiﬂﬂ?ﬁﬁ%%%l%@l L.

2,

9.1.4 BERFBIEREPOES
EHAENSEEGEZRBT 5L, HRICKET2ZE, REAMmE
DEFZEREZITBENNH S, [11. 1. 281H]

9.1.5 EXBEEDEEREDHZEE

9.2 BHEEEEE

9.2.1 EE/STHAEFEE (eGFR 15mL/min/1. 73m2KE) DH 2 EE
BRHAENSGHRGZEIBL. METIHAIRAITOREHEEIZ
BETHZE, BHREZELIEIBZENNH D, MHPEED L
ANBO 5N [9.7.3. 16.6. 15:]

9.2.2 MABHFDESE
BHENSHRGEZHIAT 2 E,
EDERFERITBENND 5,

oY N (e r ok b

BEICHRET S L, Al
[11. 1. 2]



9.3 FTHkeEfREEERE

R O RERE R (Child-Pugh/ A 37 @ 7~9) TiiH

BEOEFNPHREINTVDS, FKRRRTIE. SERFHREmRE

H# (Child-Pugh/ A a7 1004 E) @A TNV,

[16. 6. 22 1]
9.4 KJEREEE T DE
9.4.1 iHiRT BETREMD H DL

FEIRL TWA ZEMEIBINT Y > V4T > o AR ER

X7 >oF T D2EEETAIZHERL. RS - FirERA

DFE (BFAr4e. HE - - BOBEEAL, HES) NEDLHN

=B HE SN TS 2,

ABN OGS, REROFELZLEZEL TARRGOLE

HaEEEICRF L. BEEOARENEREZ EE5 & HET N

LEBICOHHEET DI &, £z, BENBEREEITIIRDOE

BHEIIEETSZE, [9.55H]

(1) AFEGBBRICEEL TWRWI E2MHRT D &, AH|
BEDLH, FIEL TWRWI E2FEMNICHERT DI &, #
SHZHEACHBIL 288113, BEbicikb2h kT 52 &,

(2) ROFBHIZDNWT, XRALEGHARFICEFTICHHAT S Z &,
Fro HERHRERCHHATS 2 &,

R AKIEFEA L 2 SE. BT - BAERICEEE RIF
FTURINHD T &,
JEIRAVEIB U 72 3B b N 2 BT, oIS EICH
RKTBH L,
IERZEET AL, HMEICHRT D I &,
9.5 {F4%

EGESOIIERE L TWDIEERO S I35 Lian T &, #

HHTEREACHB U Z8EAE,. Bk e2hETa e, F

RAMRORINCTY > OF T 2o DN ZREERFAXET > oF

T AR RMERERE I NZEE TEKEDE,. BIE -

FAEWROELE, HEROKDE, BAZ, &AUULAME. HHE

DA R K OFIKEEIC L D EHEI S N DU O HyfE, BHE

HEIHOEE, MOBERENS b ORENH S, [2.2.

9. 4. 1Z:H4]

9.6 RIE

BAHLUBRNZENEE LW, T v b OREFEM R ORI A Z i)

filfg 0% 59 % &, 0.3ng/kg/ HLA EORETHARICERILENZ

54, 10mg/kg/ H LA L THREIEINOMEHNZED 5N TN S,

*% 9.7 /NI

9.7.1 [EHAEMKEIR, #HAER, I, 2BRMOLEUIAKRES. 8kg
RiGD/NEZ R E U ERABRIIER L TV,

9.7.2 eGFRA30mL/min/1. 73m?Ajii & LU < 13BHT & 21T TW B /N
HENREUBERRBRIIERL TN, [9.7.35H)]

9.7.3 BHEREROMIE N Y U AMEETEESBRT D &, NE
DOEMETIIBEHWAERE 2D ZENZ 0, BT, BHEEICRE
ZRIFTIREE GEEL BiK) OERFICAF 25T 255 CMmiG
AV AEE EFSEDWEEEND DMOFEA P T 2B E1
FETHIE, [9.2.1, 9.7.2, 10. 22M]

9.8 SEhE
BHEN KRG E2FIBET OB EHEICRGTZ L, —RITHEE
DFEIZIFELL BWnEINTWVS, MEBEENEZ 2BZ0N
H5,

10. #HEEHA
10.1 HAZE BtALAZWZ L)

SEHFN 455 ERPRAEIR - Ry ik R - ERET
TURAFL TR\ EBFERZER, B LZ-7 2 OF T
(i35 BREREE, @AV Y | 2O REEEM

SUL% L LE e CME I O | 3R X 015 Al et 21

DA 7 BEMRHRE S | %,

i s | ) 270

THEE, 7L,
D Ve FE ¥ 9 % 17 o
THRBMED T >
RO— A% L < F
BROBEER<.)

[2. 35

7

10.2 HHAEE (BRAICEET S &)

HEHI4 % BRRAEIR - S | B - R T
B LR ERIR | Mg U AEA B | AKIO TV KR T O
#l ATHEMd 5, ygwgﬂfgﬁé
A¥T ) T5 R DAY T L
N7 AFL g%ﬁﬁé_tk£
TILL % T I
DN ] HEREE D & B B
AT

[9. 7. 3% ]

*

N ZBOIIVAFY
DR
[11. 1. 28]

T ABITNNDH
%, ARFIDEE %K
HENSHEBT 2
E.EETHI L,

PR HRARAEIR - FE 515 T - faBRIdT
R It FEA AENZYD THEET | FIREER THEE
AL = 256, BEMERN 2T TVDEHFITIE

L= AR TTHE L
TWHEBRENL <,
AFMEH LT,

TYUAFL T
i3

BkREmE, S0
7 I E K OV I
ERITBENNDH
%, eGFRM60mL/
min/1. 73m?AR D&
HREREDH 2 BH
NDTURAFL T
RIIVEEE E OPFRIC

DNTIE., BIELED
D 2B & X
N2GE %R
52 &,
T oI T K | ERRERE, S
T 5 A 7 I I gE K O I
ZEZTRBENLD
2o
UFIAh UF I LAHHENEZ |[BRMEICBTSY
LBENNH 5, F UL DOFBIHE
EIN5,
JERATOA RHEER | BEMERANBIET S | EATO10 REHE
#5541 (NSAIDs) ZEMDH B, ﬁﬁ%%{m%?fﬁ%{’ﬁ
SR >N M7z H70R%
T RAT S5 750 DERKE
[HET B ZEMS.
P& E A Z 355 = &
SEREMEN D B,
BHREREEOH DB |EZXTOA REHEL
FHTIE., IHICBHE | ERAO Ty T
ENMTETE2BEN| TP 0 GRHEE
Wb 5, Aizk o, BimiiE
METTBH-DEE
ABNTNVW5D,
11. BERA

ROBEWERM B 5OND ZENHDHDT, BHETHITITV, B
RO SNHEIIH G E P I 27 E@YRLEETTS T &

1.1 EXAEER

.11 MEMEE GHEAR)
i, g, & W - iREEEOMIRZAER &9 2 ME TR H
S5OLNDIENDS. £ M, BK. B FRFZMES B
BEMEEFENRSSDOND I ENDH D,

M12 avy, KA BEEE GEEAH)
Want, EEIHAREN D SONZH AT, ESIT#EY AU
[9.1.4, 9.2.2, 10.22H&]

1k,
BEETD &,

11.1.3 2UBEE HERT)

M.1.4 BhUYALAIE GHERE)

11.1.5 FHREREE (A
AST. ALT. 7-GTPD EREZMESHEERENS SDNDH I &

nNdH 5,

11.1. 6 HEIFHMERE (HERD)
R, BOTER. CKLEH, mohROGRPIF 7O > ERENS
SOHNLHEITE, BEGZ2PIL, @EYBAEZITD T & B
FIRMIRIE IO L B R RE OFIEICIER T 5 2 &,

1.2 20D EIER

0. 1~5%A i B AN
W E F5, W5, TOE
TEERER HEN
FEARER | B
e %I;‘i U BER IR
HILER T
Tk ALT. ASTO E5
21 BUN. 7L 7F=>0D LR
Z Dl M CKEHF WK
13. BERE
13.1 @

T INHIE 2 ROREYM-TE, STick DBREE RN,



14. BRELDEE

14.1 ERIRMFEOEE
PTPAEDHKNIPTPL — F 5 WO L TIRAAT 2 K 5589 2
Z &, PTPY— FOEIKIZE D, BOSIATAT AR AR A L.
?ggﬁﬂéazLfﬁ@ﬁ%%@i%@%ﬁﬁ%ﬁ%?é:a
i o

** 15, ZODMDEE
15. 2 FEERARABRICE D < 1B

TRES M ERARKEHONE Ty NIZT PN TIY A RFY I
JVED T O/ O3 7 DIV Y > DR EIM- 1T 22 5. L /- H kit
IZBNWT, ERTHNSERKITHE TLHIERR DR G U 2R, K
BOE (BHOIR. I MERME. MEOBMEL. U 2Nk
). NEERIBHIR O P IRAE R, BERERIAHIIL D IE K K OO i D BEAN
EIREROHFEEENGED 5N, £/2. ARIAENSERK2THE
TIHIEREO#S U fE R, SR ERE D 5z,

D 7VIIHIE DT RTy ik (ERNFREKR)

16. EHBhRE
16.1 MR
*x 16.1.1 BHEESE
>IN
TR AT PPV S > 20mg (941]) FU'40mg (9%) 7 Bilali%
05 LB, REMEROEDTIEFN T A —FZUTOEBD

16. 1. 3 EMFHRFHEHER

(FONHILE geiimg Th—71)
TIOINNHIVY C8EI0mg [h—7) &7 PIIVNEELIOmg%E ., 7O X
F—N—kickvEnznilgg (F2NHIE > EL Tl0mg) fEkkE
BRABFICEERERO%G L TP RELRBEEZRIEL. 5
5“7’:%%%%/\05){‘_5 (AUC\ Cmax) IZDM’CQO%E*@ZF&%IZ
THEEHRIT 21T 126 8. W3 f1Hlog (0. 80) ~log (1. 25) DHIFHN
THO. WHDEYFNFREENHREINZ.D

ThHol.?

= Cmax Tmax AUCO-in[ Tl /2
. )
R (ng/mL) (h) (ng - h/mL) (h)
20mg 2,020. 1+496. 1 1.50(1.0-3.0) | 15,475.8+4,413.8 13.2+1.4
40mg 4,707.8+1,048.3 2.50(1.5-3.0) | 33,892.0+8,109.3 12.8+1.3

(TN + B, TaadEHOE (/M — EATE))
(INSRDY
6% LA E16RE ARG D B IMTERFIC, 7 I FILY > 2 KE50kg A
DOEBEFTII5mg 3F), KRES0kgPl EDEFTIZ10mg (3Fl) ZH
EIFE O35 U 7zie, REMKROEDBIREEH)/NT A —FIFLLTFD &

(ng/mL)
1800+
16004 —o— 1Y PI)IHILE P EEllmg [h—T )
—— 7 V)LN§E1Omg

14004 SEEE + R ZE. n=16

12004
i ol
$% 1000/
H
800
=4

600

400

200{

O
0 6 12 18 24 30 36 42 48
5% OER (h)
HEINT A—S BEINT A=
AUCo-48 Crmax Tax Tz
(ng * h/mL) (ng/mL) (h) (h)
TIWHNG ViEllmg Th="71 | 1032043925 1308 +290 2.31%0.54 |10.17+1.70
7 IV INEE10mg 10067 £ 3386 13391422 2.59£1.23 |10.01+2.05

BOTHoY
5 Crax Thnax AUCo-inf Tise
(ng/mL) (h) (ng - h/mL) (h)
5mg 888.3+£291. 1 3.00(2.1-3.0) | 6,635.7£3,279.6 4.7£1.0
10mg 831.3+180. 8 4.00(2.1-4.0) | 7,433.3+1,227.5 6.1£0.7

CEEIE + FEER . Tmadd U (B/ME — FR 1))
**x 16.1.2 RiERE

(A
fERERR AT DIV TV Y > 20mg (1241) K U'40mg (1241) Z1H1
[\7 0 RRE D35 U 72 R, RE(LAR O 1 3% i 3% 5B A 541
BETICEFRBIOEL., BRI 2.0

(VR
s N (5261) K UL R16i% A O M EAEBE (426 o
BoNzmEFR 7T PNTINEY VBET—% (9925 EAWTREM
SEMBHRERNT 21T > 72 2WELL L6RE AR O @ M FiE B #F 1T L
V& 20.1~0. 8mg/kg. 6xELL_E16REAED & MERERFIC, 72
HIVE > K ES0kg K D B FH T2, 5~20mg. (KE50kgbl LD H
F TI35~40mg7 1 H 1[0l S AR O % 5 U 7= 5 O RE4E 3] 35 4 Bh e fig At
OFERICHE D ZHETE L2 EYBEEENN T A—FIZ, LFOEBD

R T Bl 22, n=16)
M P S TNZAUC, Coad 5085 A— 513, BB ORIR. (il O RILATLL -
REEIZ DR MFIC L o TR 5 iTRENED S
(FONHILG ge20mg Th—71)
TIONWHINEY EE20mg [h—"7 ) &7 PIVNEE20mgZE. 7 O
F—N—kickoEnenlgg (F2NHIEY > EL T20mg) fEkk
AR FICHEERERO%S L TP RELRREEZRIEL. &
SNTEYFIE/INT A—% (AUC, Cmax) 12DV TIGEHERXIEIC
THEEHIRNT 217 > 725 R, W T 1 Hlog (0. 80) ~log (1. 25) D HiFHMN
THO., WHEIOEYFHRSESHER S N9
(ng/mL)
3000+

o= Y IIINHILY E20mg [h—17)
2500+ —— . 7 )L\ $E20mg
I+ MR, n=15

2000 (1)
o®|

1500+

SRR

1000+

500

6 12 18 24 30 36 42 48
FHH O (h)

HIEINT A—=F BEINT A—F
AUCo-18 Cumax Timax Tz
(ng + h/mL) (ng/mL) (h) (h)
TN V5E2mg [h=7] | 1570542869 21631489 2.27%0.92 |10.21+1. 21
7 PV INEE20mg 15959+2622 2306+473 2.13%0.88 | 9.93+0.98

THo/z.7
2% LA L 655% At
A =N Cmax, SS AUC 7,88
BE& | o (ng/mL) (ng - h/mL)
0.1mg/kg | 9 4614139 3,011+1, 044
0.2mg/kg | 6 986169 6,158+2, 071
0.4mg/kg | 5 1,909+338 11,1123, 245
4,494.2, 20, 250,
0-8mg/kg | 2 3,929, gitD 20, 2807ED
D [ERIE
CEfifi + R 22)
6k LA L 165 A
PRES0kg AT {AFE50kglA |
o e Chnax, ss AUC: ss o Crnax, ss AUC . s
#G5H | n (ng/mL) (ng « h/mL) #5460 (ng/mL) | (ng - h/mL)
2.5mg | 22| 3484120 | 2,749+983 | 5mg | 5 | 434+151 | 2 976+560
Smg |14| 7234295 |5 668+2 252 10mg | 4 | 831+337 |5, 5554787
10mg | 5 | 1,384:553 |12,156+3,708| 20mg | 3 | 1,723+812 | 11, 857590
1,274. 8, 20, 420, . .
20mg | 2| g re gy | g pionp | 40mg | 1| 4 480%ED | 25, 050D

D el fE
CF- 3 + FRYE R 72)

Pl + (R %, n=15)

I 3R G DT AUC, Conae 5 DN T A — &1, iR & OEIN, (R OIRIE -

W25 DB G 1T & o THRIZ D W B 5

(ZFPINHIG deaomg Th—71)

TIWHIEY C8E4A0mg Th—T ) &7 P)LNEE4A0mgZE., 7 O R
F—=N—icknEhThisg (72N HILY > &L T40mg) flEE
RABFICHBEEREOSE L TR R bRBEEZIEL. 5
5NT=HEYBEE)N T A —%4 (AUC, Cmax) 1ZDWTIOWEHEXEIEIC
THEEHE 2175 /5%, W Blog (0. 80) ~log (1. 25) O i FH N
THO. WHIOEYF RSN HER S N, 10



(ng/mL)

16.7 EMEEER

16.7.1 Z)LbaAFry—Jj
e A 86 12 7). a3/ —)b (CYP2COFHER) 200mgZ1H1E
THRIRER G R OY DIIVH)V 4 > 40mgZ BER DS (7)1 a
FI=NVEESTAR) LK, 72N HILY > DCmaxe AUCHE.  HIfZ
G & i L CENENLL 1% 42. 138U 72 REAT—4),.19

17. BRERRRIE

17.1 BHERVRLMECET SR

17.1.1 BN I4AEER
BRAD T I EAENE S MEERE 2 0RICT7 2Ly > %1H
1EI2EMRE OG- U 7 7R i B e R BR O SIS L T D
EBDTHoED
b 5 TRHEAL M EZ L EEII W T NOHRGHICBW TS 7 IRk s
BECHAREBENTD 5N (p<0. 0001, SEBE).

T 7ML MLE (mmHg)

EidER i n PRI I 301
5w fiE (e G- fiE (s
A AN 82 | 100.8+4.21 | —4.149.12%9 | 160. 07. 66 | —8.2:+14. 639

7 PS> 10mg | 83 | 100. 2£4. 07 | —10.8+7. 762 | 158. 546. 96 | —17.6:+14, 2019

TV HIVE 2 20mg | 85 | 101.5+4.72 | —12.5%9.60 | 159. 2+6. 71 | —20.5+13.71

8000+
000l o L T YN S hdomg T h—T )
—— 1 ¥ 2)L/\§E40mg

6000 S+ UER A, n=16
i 5000
i3
i 4000/
I
3000/

2000

1000

%
00 T T T T T v : O
0 6 12 18 24 30 36 42 48
5% 0EH (h)
HENT A—S BENTA—F
AUCo-48 Crnax Trmax T
(ng * h/mL) (ng/mL) (h) (h)
7YY Elmg [h=7] | 386895768 4997917 2.66+£0.98 | 9.75%=1.34
7 V)V N$E40mg 3837515246 51904797 2.59+1.20 |10.08+1.16

T IIIVHIVE >40mg | 82 | 100. 4+4. 14 | —14.3+9.92 | 159.2+£7. 04 | —22.2+16. 83

T + EEE(R %, n=16)

M SEFIEEE G N AUC, Cnad D /85 A— & 13, HBREOER, REOWIREK -

WH2 DRER I & > TRIZ D TR B B

16. 2 WRUR
fREERE A (1261) 127 DIVHILY > 40mga BB OG5 LR, &K
ZEALARDCrnax. AUCIEH R TG L 2R & Hi LT, =203, 0%,
8. 4%/ L 7z, 1D

16.3 9

[(4C] 7Py >%0.3, 3. 30g/mLIEETE I dEIzEsm

L7z, WIENBEAFESRIZ9.5%5TH - 7= (n vitro) .12

16. 4 {3
7 PNHIVE 3R X 0 REM-TIZ, 7=, CYP2C9IZ LD
RBHM-TICRBEN D, 2B, M-IKOM-T QAT ZEEDHE
VERZARZMAEDKIL/1, 000CH > 7= (in vitro) . 1919
7 Py 2 iZCYP1A2, CYP2B6. CYP2C8. CYP2CY.
CYP2C19. CYP2D6, CYP2E1%UXCYP3A4%Z[HEH T, CYP3A%H
HELUsMmo 7z Un vitro) ¥

16.5 kit
fREERRAICTY DLV S > 20mg (126]) K O40mg (1261) Z1H1
|7 H AR D e 5 U 72 RE, HIEIH% 50 5 168IRF[ £ T D R bk
O BFRPHMRIZZNFNL5. 1% 14. 65 TH > /2.0

16.6 FEDEREHIT HEE

16.6.1 EHAEfEERE
R DBHEREDFRE D B B S MFAER  (eGFRED 315~30A4H D HE
JE R HRAERT S H AT, 30~ 604 D FP A AR E F 1061, 60LA L
IEH~ B AR EESE]) 17 IV > 20mgZ 1 H1HT7H K
RO G U7, A DIER ~ BB hemm f s & i U T
HEREREEE DCraxe AUCIEZNZNLT. 3%, 16. 798N L. FEESBHEAHERS
EFEDCpaee AUCIZZINENS. 9%, 39. 384N L 72,19
e BRADBAERE 2 D mIEERE 2 MR & LizRBRicB0n
T, PEERHEREREE S (Q261) & Ibdk U CEEBHEAERES (1961))
D b S T S 1335, 1~61. WAL, HE 7 Bk aepE s

(eGFREV 23154 (4F]) @ b 5 7 W4 rh 3R pE 1351, 0~91. 9%
L 7z.10 9, 2. 18]
1) BEMEDeGFR (mL/min/1. 73m2) =194X Cr1- 094X Age0-287
M DeGFR (mL/min/1. 73m?) =194XCr 1 094X Age™- 287 < (. 739

16.6.2 FTHREREESEE
RN DEEE~ T HRERE  (Child-Pugh™®? 2 37 A35~6 D
FFHREREE A B, T~9D AR EHSHI FH1661) K OMEHERL
A UBH) 17 DIPIVE A Ry 2)LED & L T40mg 25 H R E#%
O4% 5 U7, (@BERR A & Eele U T AT HEAE R 3 D Cmaxt 37, 79478
A AUCIZ27. 9%88 0, PSR AERE E S DCmaxe AUCIZZNTH
17. 9% 64. 4L 7z GHEAT—%),17 [9. 32:4d]
%2 BUILES. 7T I, PTXIRINR, FFERGE. BAKIEDRENS 237

L3258

W) TUNHNLY S DOTORTy Ik (ENAEER)

16.6.3 =&
fREE7 Y (65LA L85, 246) R OFEsih® (18HELL F455%
PUF. 2461)) (27 P IVE > 40mgz 1 H1[El6 H M ER D5 L=
W, ElE OCrnae AUC (WIEHEG2S8HE) 13, JEmmmE &L
TENZENL. 6% 9. %D L7z GHEAF—%),19

BeTINs 82 | 101 04. 40 | —10.9+10.13% | 159. 627. 68 | —18 3+ 15,88

U F Y F)8~12mglt?)

7£1) LOCFi% (Last observation carried forwardi%)
¥2) Z2EELUTHRELLHTH O, HatFr o i Tld/an. (1H1E8mg%
4R K TN 2mg Z 8, FH125E % 5)
1£3) n=80. {¥4) n=81
CEIE + EEUE(R 22)

BWERFBEEL. 72NV 2 10mgi 55 T15. 7% (13/83%1), 7
DIVIVE > 20mgk 57 T16. 5% (14/8561) fe N7 D ILH )L 4 > 40mg#k
HRETL3. 4% (11/8201) Th o7z, EREIERIL. 10mgik 58 TR P 1
3. 6% (3/83%1) . 20mgH5 G- TiF B D F 12, 4% (2/8541) K U
7 L7 F IR ARFF—B N2, 4% (2/85(1) TH > 7. 20 [7. BlH]

17.1.2 ERSE DHEER
FRAD T ST T E AR & M EE B E 20 Ry DIV s %5
FEIC1H 1[E]20mg (8] fe UM40mg (M) OFH6GERMIR S, Wi >
FHINE > L FF IS EIC8mg & N 2mg & [Fl— HiEIC TR O
BELUE-HERIEGBR ORI TOEBD ThH o /2.2
kT REEEALIMEZA L& COCKHR) X, 7 2Ly > 58 (n=311)
CBWTHREDO N > TV > 2 LFEFILEER =309 IcH~X

BIRENTD 5N Tz,

2B, b T TRFEEALIIE O G-wifiE GRARN/DGHE © SEEE + R
ZNE. TNV 5 (n=313)13100. 3+4. 26mmHg/160. 0+
7.70mmHg. 51> FHINE > P LFEFIVEGEE (0=2309)13100. 4+
4. 11lmmHg/159. 6 £7. 27mmHg T > /=,

ko 7R ME (mmHg)
Edon i PERRH A
ZELRED | BRBET | (LR | B

5.8 KE 1L
75 > 2mg | ~11.0£8.87 —2.0 19921430 ~2.6
fﬁqu%’sfng —9.0+7.43 [_f{:zéi &)(2)469] —17.3£11.75 [_é:ﬁ%: 0—18.9601
516 R (R aTAMhiRE)

7;())1’2‘(;&5 > —12.4+9.87 96 —21.8+15.30 —4.4

PPETYPD ot o S
SLA LT e~ lomg | 8E80| P R

TED P I+ R 2
PED) H2 A MY L = DB R O B AR A & L 7 SRR AT
(& RROMEHATHROL SIREO SR, | ] RHOSHEH
R H
RITERFEBUBEEIR Y DIV YV 4G TT. 3% (23/31361) TH > /=,
FIREWERIZ. 7 2L E BT RERHEINL. 6% (5/31361) . &AL
P F V1. 6% (5/3131) K OB 11, 0% (3/3131) T 5 72,20
17.1.3 BRSEIHERR (RERSHR
BRAD T O3 T AR IEERF (36261) ZdRICT 2ILH)L
5 >10~40mg (10mgdk O Bt % 1H LmS2M AR 142 5, FIRKE
FEFISUI AN 20 LFEFHEI E O G LR, WINSRE L 2T
BIRIME SN2
BIfEFAFEBIMEREE, 10.8% (39/36261) T o7z, FIREIEMIZ, M+
KF2. 8% (10/362f51), {FEhikesd F 2. 5% (9/362f1) Tk UV FR A e
L.4% (5/362) T 7z.?



17.1. 4 ERNEIHERER 18.3 LZU-TUooAT U RICRIZFTHE

B DI & MUEAE R E 2561 ZJRICT 2IL8IL S 2 20~40mg e A (126 1T7 28IV E > 20mgaE 1 H1E7H M5 L 72K,
(20mg & D BLG) 21 H1EISERRE NG U7y, 25 U 7z B ERhR Mm¥EL =25, ET > OFT O D ITRERTTY > PF T2
PFSNT > REORIINATRD 51729

BIVERFEBUEIS, 400 (1/256) TdHo7m. ERENEME, M 184 BEEAER

@Hﬁ?k%@%%bﬂ& 0% (1/2561) JeOMmH Ay w7 A4, 0% (1/2541) ST EARIES v b (SHR) ROEHEME QK-1C) o X 2%

-’655'37::024 . NN L SEY 1 FH £/ 3 z - . 29) -
17.1.5 EIPE DR NFNHERE U =K, 24F5#% £ CTREEMISRHR L 2.2

PR OE RS 2D MILEERE @LF) Z2MRICT 2)LHILE 210 19. BHESCET 3B E

Zi0mg (10mgx DB %101 IEOIEEE 13 5 7=, 2o L Tl 5 fe=

40mg (10r RS COzH
JEENR DS 5 Tz ®) 0
BIEAFRBIEREL, EEBRERL TIS. 8% (3/196) KU hERE R
ERFZETIS. 2% (4/226) THotz. FREWEMIIEEZRERE T N 0
H177 0 7 RS, 3% (L/19). 7Y 7 AIUAES. 3% (1/191) R ORE N=( O BN
Jb. 3% (1/19%1) Td . HEEERERS CTHHEER T4 58 (1/22 0
B MY o A4 5% (1/2261) . SESEA. 5% (1/2261) S OVEEhE 4
DE 5 (1/220]) Toh oo, Cie O

** 17.1.6 ENEIERER (REHZSHER) ) )
Bt LL L 16R% A 00 /8 L HE B Q7)) 255 & U 7= Bl 5B 3 —ft T 7 PNV > (Adlsartan)
WT. 7PN HIVE > % kE20kgl, E50kg A i D #35 T3 2. 5~20mg {b24 : 2-Ethoxy-1-{[2” - (5-0ox0-4, 5-dihydro-1, 2, 4-oxadiazol
(2. 5mgX VBAA L. MEREEDICRIERST, AAMEICHEN WSS -3-yl) biphenyl-4-yl] methyl} -1 H -benzo [ d ]imidazole-7-
135mg. 10mg. 20mgIE TEFEYED 1T ) . (AES0kgLl LD HEET carboxylic acid
135~40mg (5mgdk D BAIA L. & HEED |[C R8T, AAMICHE) 713 CosH20N4O5
f2WIE1E10mg. 20mg. 40mg D JIE T BBk 19TED | i) % 1 H 115258 Sy TE: 1 456, 45
L S \ N SIS ~

RO G Lz, MBI RO EBD THo /=, REIMIELH(0~12 B B~ S B AOI KT B D, A5 — )L UL (100)

E) TRV -7 2 V7T >3 D R EELS DR ESE 17500 7 — S e ® ol
i+ TN 2, a2l (2~52) TiZL = >-7 > o4 > A I R
> RMESELS QR EEED I BEE & hE s Uiz, - & °
D AmEMEEMETE VNSO - Flpi g CNERLORBIZBT S *k 21, TREAKZM

SEMFET A RS54 22012) ] D95/)8—t > & 1 LA, Kk Tl . LIS

90/X—t > & A1 )L AKitho EEES U RV EHGTHE 2R ED b, #MUNCERT S &,
12) Skbily (20 4. 8 12, 16, 20, 24, 32, 40it%) ZXiTHTEhi.
v
R 5 7 W BERLIUE (mmHg) 7 2?7 @;‘j V5~ 8210ma [ e 1)
- p IYIVE iE10mg Th—"71
— IR A 100§ [10§X10 : PTP]
5 fE 72.0£13.43 125.7+12. 89 1008 N3]
LR (FZIHIVE 4820mg Th—71)
P12 QREE LI T 1) —13.9+13.24 | —12.4+10.33 100%¢ [10$£X10 : PTP]
P52 s GRFRIIEE2HRE T 1) —10.9+13.23 | —10.0+11.47 5008 [10%¢ x50 : PTP]
1D SEIME + B R 3008 [NF]
1£2) LOCFi&® B - (F UG 440mg Th—71)
RITERZEBIBARENS, 44, 4% (12/2700) TH o oo FRAIEANL, FETE 10082 [1082X 10 : PTP]
BDFENT. 4% Q/2761) . SERT. 4% (2/2741) T UNEHEREREET. 4% (2/27#1) T

oo 5008 [104 x50 : PTP]

w1717 ERSIERSE (RIHE5HR) 3005 (N7
R ERRMOMIIERES O EUGELERIMSURE 03 TEXM
WT, 7PNV E > %0.1~0. 8mg/kg [0. Img/kg (& A2.5mg) &£ o . o, a7 5
DB L. WL B B [ St d,  BACHE FRE7375 L H 10. 2mg) L PIEA IS : MR, 2017 ; 47 : 1353-1355.

ke (FA5me). 0.4mg/kg (Ek10mg). 0.8mg/ke (FAk20mg) O 2) @Ek*ﬁbiﬁ\ : @'/%:%Eﬂ‘ﬁ{\ﬂ'?%%%ﬁ ?021\3 29 : 49—54.
TERERICHEE] ZLHIEG2EBRE OG- L. HRIILITOEBD 3) T PNHING > OIRMERFERBAA (7 2V )NGE - ik 2021
THolz. BEHO~12BTIEL Z2-7 > VF T > U RAEELS FIA2THKGE. HEELMEE 2.6.6.6)
OREFRIFOR —Hik - HETOMMZ, BEHI2~2ETIZL = 4) TNV > DOEYBEEGRBLAED (7 PIVNEE : 20124E1H
‘/77‘/3/)“7??‘/“/‘/%Kﬂ%”%%u%@E%E%@EDDXbi)ﬂ%%E%ﬁﬁE 18HKGE, HIGEERHIE 2.7.6.3)
e 5 7IUNHILY D3 BERBRRO (7 VILNGE - Wk ¢ 2021
VED AREHEAIETIE DNEOIER] - FIBIMEEIE DRI I ) i fet iy ﬁg?gjﬁgﬁﬁ ;E6® 4)< S W

VRO D W S & SRMRIE AT K51 > (Q0ISEERATIR) ] ) D95)%— Rt et S

Y HA R, R IE CIX90/ S —t > & 1 LK. 6) 7 UIHIVEY > DEMBHEER LIS (7 P IVNEE : 2012481 H

I8H7KGE, HIFEEEHYE 2.7.6.5)

5 7 1 E He) D ‘ o~ o e "
b5 7 BRI (mmilg) D TN > OREFEMBERT (7 )L\ - Bk © 2024

BRI W E8H28HKE. WAMEE)
G 67.7+5.48 111.0+7. 63 8) FNEE AR R B ($E10me)
LD 9) HNEEEE | RS ($E20me)
P 1205 & —10.9+11.04 | —8.0+6.73 10) *EPEEL : A PRREEAE (J240me)
p— — — 1) Y2 HIVE > OEYBREGRBAED (7 IV /Ng : 20124E1H
T szaz | wsew 181 R, SRGHECHYELE 2.7.6.1
5% TOCRE 12) 7O Y L OEAREITHT BB (7 D)V : 20126
LAAWEIE, APEREIL 1 1/9F) THo7 LAISEHRE. HHRFHAR 2.0.4 4
" o N 13) 7 INHIL Y ORBICET BRAD (7 2ILNEE 1 2012681
18. EIHEHE I8FKFR, HIFEEEMEE 2.6.4. 1)
18.1 VEFR#LE 149 TN HING > ORMITHT SR (7 2IL/NGE 201241 A
FONFINE RT S VAT LI US4 T (AT SEEICRHS I8FKER. HAIEEHLE 2.6.2.1) .
LTT7 o4 T2 > T EHEFI L. FICZ QA A S NG & 15) EREAER IR T B D B BRI (7 2V /NGE © 20124
MHT 2 2 Sic k> TAET 2R MFIRFI O F i & 0 MEER 2 LAI8HRGE, HEAEFHEE 2.7.2.2, 2.7.6.16)
KT, 16) 7 2NHIV Y > OEERRBRAADO (7 2IVNEE © 20124817 18H
18.2 AMZBMECHY HIEEER AR, HEEERHEEE 2.7.2.2, 2.7.6.30)
b NATVZ AR OIS 2 I E A (79I B L (ICsofi ¢ 0. 62~2. 6nmol 17) IFHEAEREE #1235 1) 2 SEMBBMBAT (7 2LV : 20124
/L) ATVZ A S ORI TR/ TS > 72 (in vitro) .19 b NPl

18) T INHIVEY > OEYERERBREES® (7 2IVNEE 2012451 A
18HKGE, HIGEEFHIE 2.7.6.15)



19)
20)
21)
22)
23)
24)
25)
26)
27)
28)

29)

24.

TN AF =)L & OEWM EVERRBRRE (7 2LV © 201248

1HI8HAKF. HFEERMEE 2.7.6.18)

7 NIV E T DEERRBERAES (7 2 IVINEE
KA. HEEERHEE 2.7.6.26)

T IONYIE L DEERRBRAES (7 2V INEE
R, HEEERMEE 2.7.6.27)

T PWHIE 2 DERKABAED (7 2V NEE

Kb AR 2.7.6.28)

7 NIV E L DEEIRABERAES (7 2V NEE

. HEEERMEE 2.7.6.29)

TN L DERRBREG (72N

RS, HEEERMIESE 2.7.4.5)

TN DERRBREO (7 2N

R HIEEEEMIEEL 2.7. 6. 30)

7 NIV E > OEERABRAES® (7 PIVNEE -
IH2THKRE, HWREERMYTE 2.7.3.2, 2.7.6.10)
7 NIV E > OEERABBAE® (72N -

SH28HIKGE, HAMEE)

: 20124F1H18H
: 20124E1 18 H
20124E1 7 18H
201241 H18H
20124E1H18H
20124£1H18H
WKL : 20214F

TERL © 20244

TNV E COIEBER (7 DIVNEE @ 201241 A 18 H KA.

AHARMEZ 2.6. 1)

T PNHINE > OREFEAERICET B8 (7 2)VNgE © 20124

LA18H&GE, WIS ERHIEE 2.6.2.2)
NHFERERVEVEDE S

AR EEDIE > 5 —
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