%% 20254E 9 H kT (55200) BAEEERANEES
% 20234 5 AT (510 872149
Bk SR it 5 OD$ELD it 5 OD%EHD
B : 34 ASREE | 30300AMX00342000 | 30300AMX00343000
BR5cRtA 20214E124 20214121

BHEMATI L7424 — 70y h—/EHE M Cals it ax
BISE RLT S8 R 3 i)
TIONYIVA /T LAY ENYIIVEIERSOER BEIESE

~““JLA|:|®EEAOD$ELD [HET]
IV LOCEE&0DEEHD [BETL]
ZilMlo® Combination OD Tablets

) EE-BESORLTEICL )M L

2. BE (ROBEICRES LAV E) oy |0 VA TREEODSE S A EEODS

21 KEOWSH 5 VIO T e FO ¥y ¥y ZMLamiz <+ i LD [HEET] HD [HEET]
5IBSEDOBERED H 5 B Suan TN Y v Suam TN E v

2.2 IR IITHE L T 2 TREED & 2 & (95 ] oD 20 oD 20

23 TUAFL Y 7V GHORBRREE (727710, AEET | D oD D oD
WOBIEEBE 217> Tb B BMENT Y FO— LA L (R HET 25 HET 5
Rog&Ezkd) [101 SH] FLAOVE v TLOVE »

3. #Rk - R 4. WEERIIFHE
3.1 =M ERE
7 A sl Nl AN e
mge | Oy LTNAODE ) oA SR RODE R LR IBHET 52
— 51 WEZMEATOBZNED DY) . Kl % S MERERED F—E
ley%tiﬂ NlimEP P r Lo by
TINHNY ¥ TINFNY ¥ 52 FHIE LT, 7YLHLY v 20mgh U7 20JE Y L LT25
o 20mg 20mg ~5mg# B qu%i% Mw WL — T & LI
% E 15EH N Y S i L RHIADY Y R B HET L
TAUDE Y NRYVERE | 7T A0 Y v YOV Lo
347mg 6.93mg )
(728 ELT25mg) (78I E YL L Toimg) 6. AERVRAE
D-vr=bF—), fEmtD-vx = h—J)b, Kt WACIZIHLENGE (P v/ Trad ¥y LTZOmg/
VO—Z. L FOX>Flro—2. v FOxy 7 25mg X 1320mg/5mg) %G T 5o AFANIEMEGREDF
HELELE=R, vs 0N e =, T —EPEELE LTHV 2V,
- e ”
D7 R 0w, KRR mapommcmaysae
/71:11:)1/—13)1/ . e " S
He 2. 72,5 — A TR . 7 AT — A %JJ‘“\@T\/)I/&)V?/&7AD/E;/\/)I/E&)‘F®H§(£&U)5HE
(L-7 227 5= LA |(L-7 ==V 7 5= bh QEU‘L:)ﬂ‘(f&U“J?g CRIET ARSI T . BEEICKAO
FIA (W), AFT U SBTS R W). AF T B SR JBIREEES B2 Lo
Sun . FEL FEANT YA, FEL FEALD FINYLE )
Dy, KUEZ LT MY Y, KDV E =T HERORE
T (BT AL L T — v (ERAT AAL) . JHH ﬁE/\Lii?"/)l/‘ﬂ‘)l/? i:‘i L C20mg# 1 H 1[M#E 859
l‘*@”ED:Y:/?‘/’]O:/‘ ]‘7%1:’:":/7—‘:/70:/\ 5o f;d%\ ﬂaf*l%\ TE«U(LZJ:V)@_E_ El()—kj_éﬁ\ 1E[B—‘j(;]:x%_“$li
SNy BALF S . S| F . BLF S . mgky oo
SEALBE. AT | = EER. BV HERUMEIC LS 2R .
v A= 7‘/)1/*7‘)1/57/@&%15%)5%%%[5& TN oS
REEIZHWT AL L B2, 20mgk VRS S OB D ERE
3.2 HWEIDOMIR 5k,
B4, Vv A a4 0DEE Vv A a4 ODSE (7 LAY XD IVERE)
ke LD [HET] HD [HET | « WIS
FIIE T4 NAT—F 1 v rhe (CERN EESE) HER O &
X e A, WEEL EAICIET AT Y vk L T25~ 5mg%1ElllEl SINESSSACH
bo B ERITIS UM AT 205, EATHREEICIE]
- €>§€D><> —-v’é.‘gb A1E10mgE CHET 2 2 EHTE b,
e> > 8. BEELEANIE
o s TR 8.1 AHKNL, 7IVNHIF »20mge 7 LruI L T25mgdh b
LAS Al .0 P WiIbmgd DEREHITH Y, TINVFLy yEeT7rad sy
P e VAU ORIWER DRI 2 BEZ WS D 57200, BEIZAHF O
fEH AR T2 2 &,
T —) ) 8.2 MIEMEIZIES CHE, 2bDEHdHEbISZ EHDHDD
T, BHEE. HEHEOERSEGRE 0 WA RET 2 B2
P (mm) 83 ERSEH L, ) o
HX (mm) 44 8.3 fﬂfgﬁu24ﬁ%f%ﬁti?&»’ib&u\: ENEF Ly\o/?"/ﬁr‘/v‘/
ER (mg) 236 T ZHEAEFETARE S o B MR OFRPIcLr =07 v
mg DX Ty ROMEWERIC X B EE R IMETT 2 2§ REE

b

8.4 7 AU VY ARV IUEIRIS MR AR G R R D
FEAR e BEIE R R ATRD BN D DT, RHIFG- R IZ Mod FEEF
e A L & HEECICHEG MR ET 5% SHEIE



5452k,

9. HENERZEIHREIHTIER

9.1 AHHE - BMEEEDH 2 8E

ag AN BEREEOH 2 BEXIIAECEIREEDH 38
BELERLEELRVEH SN LA EKRE, HHIZETS S
Eo TIUNHNE Vid, BRI E OB RS WD
S0 EEICE R BAL XL BENLD D,

9.1.2 HHUYLMEDEE
HELERTEELZVEHENLGEEZHRE, HHIZETS
Eo TIUNHLE VIE, BA) T AMUEZMEXCLBZNDEDH
bo F/z. BHEREREE, IV MO — VR EOMERFEIC LD M
HU T AMEARE L B )R TVEETIE, MEA ) 7 AMEISEET
Bk,

913 RMEBEDH 28E
WEOBRESMMTAEZ51 &R L, REFZELLSELBEN1
Wb

9.1.4 BELRREEEIPOEE
TINHFNEY L OEGIZED,
Ndrbe [11.12 BH]

9.1.5 EXBBIEDCREEDH 3 HBE

9.2 BHEEERE

921 EELBHEREE (eGFR 15mL/min/1.73m2XkiE) D& 3
BE
ERREEEALSE DL BENDS D L. TINTIVY V OMAFEED
LAPED SNz, (1661 BH]

9.22 MEBMFDESE
TINVHNG L OFESICE), BMAMENRT2EZTBEN
B be [11.12 2]

9.3 FFifgeEERE
EREE O IR RERE E #EE (Child-Pugh/iAa 7 1 7~9) T7Y
WY L OIMMHIRED FADPHRE SN T2, ERREER T,
FOEE 7 PR RERS £ B (Child-PughZ A 27 1 1080 1) 1244
ENTWe T2, T2OIE U RIVEEEIZ T L L CIFE TR
HWEND 200, MU EE R0 0 HE K O I P E — R A T
MR (AUC) 2 kT22 b b, (1662 SME]

* 9.4 HJEREEHTHE

9.4.1 IRV BFREMDH 2Lt

HIRL CTWABZ DRSNS T v UF 7 v ¥ v ZE M I EH
X7 oo 7 v v vy IZHAEFA 2R L. BE - e RA
OE (B4, HE - BoREAE, 1) PR LN
7B SN TW A 2,
AFIOP G B RBIEOHFEE L EE L TRAE G DL
P2 HEICHE L. GE Lo ESERELY LR S &R S
BBEIZDOIEGTHI b, $72, HEPDELLEIZIZROE
HHEICEETHZ L, (95 ]

(1) AHEFHLBIERIIFR L TW e nwa L 2HERT 2 2 Lo AHIF
o HELTW AW & ZEHNICHERT S22 & G HIC
EURASHIB L 723820, EHIc5 2352 &,

(2) KOFHUZOWT, FKEFXGHERICEZICHHT LI L, £
7oy B LEIG LT 2 &,
TR ICARF R L L2, IBE

ATDHDH T L,
c TERASHIB L 72 3B b N A A 1E . SR A Y R AR T
LIk,
R E EIE T A5 AL, HYEICHBRT A2 &,
* 9.5 1113
FEIR SUZIER L C W AR D & A I ITH S LanwZ & &%
SR ASHIBE L 72851203, mhickG2hikd46 2 &,
FIRP R KNS 7 v VAT vy TSRS L7 v Y
T vy YERER I ER RS SN BETEAGBAE. b
B FAEIROE., A ROMRIME, BARE, Bh Y 7 AIME,
THE O A S T O FEAGEAMNEIZ & 2 & HER & A5 T o
HEHROEE. ORISR D Sbh- L oiErH 5.
7oo T AUYE YR OVERIS BN R TR R IR 53 5 &
TEUREIE M OV I AN LR 2 2 L ATRD 5N T 53, [22,
941 ZHE]

9.6 RILIB
BILLZWIEDET Lo T FoEM OB T Vv
Py v RS 5 &, 03mg/ke/ B U EO#ETHARE
B EILEAER S S, 10mg/kg/ H Pl THRERE IO HH] A58
BDONTWDE, T2, 72O E v RYVEEEIZ L MEALHRAE
T35 EPESNTVEY,

SMIMEDK T 2RI BTN

SRR R KT

9.7 /MR
NRER IR E LBRABIIER L Tz,
9.8 EiE

ROBIGER L, BHED SBTG 2 MG 22 CEEIHRG T 5

Zk,

cRICHEOREIE I E L aWnE ENTW S, JliZESEHE
ChHBTNDD L

< T AT Y E Y ROV AN BIRERER T H A < I
TR R YR 2 2 EIA RO b T2, [16.63 £
M

10. HHE1EHA
TLAOYE YN VEBEORBICIEEE L CEY R MRS
CYP3A4DSBIG LT EEZHNTWS,

101 BHHRAZZE BFALAEVLC L)

HH 45 BRIRGEIR - 5B BT - fabRi T
TUAFL 7OV EHFCER R V=T VAT Y
et BERERE S, B ) | Y v R EEH e

SYLA 2 IE f OV IILE o |5 S A0 % W BB 2S &
CBEIRBE AR S| ) A 7 Wmas#ikis & %,
L. 12720, M Twnb,

DIEITHEHREIT-> T

Y7 BIMED T b
O—VAFELIARE
DEFEERL )

[23 ZHH]

10.2 BFRERE (BHRICEET S L)

eHI 4455 R ARREAR - HE5TE 1 R - faba 1
B 18 H % B |BEEVEH S BER S 5 B2 [F B AR % 1k
ERZE S W%, TLBLENDEDH D,
AT ARG ) AMES AT LS| TV VY O
PR PR F) EWH D, TN RATFO sy

Zv¥ua /g WHENHIER I & D

7 M. H1) 7 N AEH

FNUT LT W T A Z LI

L. X%,

7L L/ fa bR 0 RIS

v R E D H 2 H

RPN F
#

#

HAibH )
25
FIPRBEEH TN D TS| IR e ) C i iR
Tt R, | TEEE. BEMERASHEGRT |22 b EE
N Z OV AEBENDD L, I L = A
AFT YR JLHEL TWwa EE
& WL, TV
[11.12 ] W E SRR LR
T,
7 )AFL v BRREEEEE, B AME| L= Y- T VT
7 < VIR FOMEMEZ R TBZN| v v v RHEEH
HbDHo eGFRA60mL/min/|A HE i X 15 W] fiE
1.73m24:bii O BAERERE E O & (DD 5 o
LEHENDT ) AFL VTV
VERNE & OPERIZ DWW T,
HRER T ER W E WS
NAYEEREMITILZ &,
7Yk AR E, WA ) v AE

T
ooy MR

PS54

B OMRIME 2 23 B2 huhs
H%bo

) F 7 L TNV P EDOBHIZB| T YV IV I
WTC, UFTAREFENRISL | L) BRMEICS
BENDD 5, A5 F 7LD
WIXAMRAE S L B
FAT A N EEFERAPHIET 22 E0H|IEAT T A FYEH
T 25 8 A | Do 4§80 F 0 15 9k
(NSAIDs) RIEH A AT 27
4 X% Ry 75T
v OEBEHET S
ZEMS, BELE
R G R e |

FEMEDSDH 5 o

FRRERE S D H 2 BE T,
S HICHRREELT A B %
N %o

AT T A RN
JEEFEHI O 70 A
A A AR
HEERICXD .,
B AT Y
LizbrEz 5N
TWwb,




%ok

AL

FRRAEIR - FE 5 i

W - ek T

0.1~5%Aif

HUE AR

BRI E Y ¥ 70 A AL
HFIEES LA L. BEESD
7)) A ADENWEHASEEL
TLBLNDD 5. BRI
X7 7 a) A ADIMAEEE %
E=F— L., LEIIBLTY
s0) AAOHEEFHET S

CYP3A4MHE| =) 2u~x AT Y ROV VT |70 TRy
il TELEDOHFHIZEY . 74 VERIE O A
I AU v U EryRYVBEOMPE|ANICHESI NS
RN ERER L 0RENH | WTREESEZ SN
TNVFT L, %o
AR
M e,
A4 N7 aF
= LV EE
CYP3A4EFEE| 720l ¥R NVBEOIM| 7203 ¥ XY
) FIRENMET T 5 B2 VBRI O 3 312
)7 7 v E|b, A S A A ] e A
U EZbNb,
7L — 7 7| 7AaVEUNRYIEREOK| L — T TV —
Vo= D 2 — |[EEHPE R SN D BEND|NEH N5 508
3 5o TAOIYE Ry
VIR o A % B
EL, 7Yl
¥R UOVEREE O Ifil
PREN LA TS
WEEENEZ LN
Z)O
SUNAY F|TAUTE R NVEE L V| BEIIAHTH B,
v VNZAZF 80mg (EW R
AKROEME) LOHIC X
D, YN RAFFDAUC
W77% EF U728 ORED D
Z)O
7)) AA | T2OVEURYLEREED| T 20T NY

VEE & 7 20
AAF, FELT
CYP3A4IZ X ) 1t
WEnsbizd, Bk
Hickysyruay
A2 O A BLE
SN DR E

Z, AHNb,

11. EMER

ROBIWERRH B LNLZ ENHLEDT, BlEL THI2ITV, 2
HEHRRD LN 3G 2Pk T 5 2 EEY R LE R T 2
o
1.1 EXLEMER
1111 MEMZE HEEZERH)

HTE ., VS, &, W - SRS OMERE 2 ek & 3 5 MBI EE» S
LEbNLZ b, /o, Bk, WA, ik, THESEZED B
EIMEMREDSH 5bN LI ENDH b,
11.1.2 Y avy., k@, BiEE HEARH)

W, TR, ERE RS D S bN AT, BB ICE Y L
BAEITH 2k, (914, 922, 102 2]
11.1.3 2MBEEE HZEAH)
11.1.4 SH YUY LMAE GEEARH)
11.1.5 BIERTR. FFHgeEE. #E (JHEAH)

AST. ALT. y-GTP® Li&% ) FEEE S b b 2
DB Do
11.1.6 HENEBBERE (BEAH)

ARG, B, CKER., MK CRP I+ 7rae s ERSER
HEbhaIcid, &S E kL, MY RMERIT) 2 & M
ACHRRIE 12 £ A S EEOFIEIERT A &,
11.1.7 EFFERIREE. AMEBRGEA . M/ Mg CEEEA)
11.1.8 BEEJ7Ov Y (GHEEZELRH)

IR, D FCEOWEERDED 5 bNL DD 5,
11.2 ZOOEER

0.1~5%A:ii B
WEGE e BB, O, LAME.
JeALEBUE. ZIEALEE. i
B
TEERZE (O F W, A5D X, BE | M. WEXEEETY v
LEANED, PRIR. ByE. im| 2. k. SR
JEET. 13Th (UK, B
THIALEE) o AR
¥ 1 A A | EU UHE, IRA IRE. SRR
H REEE, Ko E. K.
SEARILEERE IR
R I PR 5, BRI MRy ) A F5, MiEa
L AF0— ) EH. &
B R TR BRI

Hikas

TR, LS. R, O
P

BT, MRS, MR, 119E,
THALAS EL L P [l B
G B ge, IEg

liigics

ALT. AST. AL-P.
GTPD k5

Y-

LDH.EA- JEK

IR

ANETOU L

ARIMERR A HLEREE A0

I

"l

s LT7F= v LR

BUN B 5. #HIR. 0

FRORE R T R I
T R EARTE. Fhieh
E PEREE

Zoft | CK L5

D) HARLE

CGHETIC & |/ SR TUaE . AR s, W
. PSR, HAR., &8
PRI, LU, BLJI.
T, b, RE R,
Fe . . FEE B R
WL DR R BRI
E2 L AR PN RN
LHEALILE . BB, Sk,
RES I, AERD, K
i, EZ R

13. BERSE
13.1 fER
BEORMIMEIERICLD, Yavy s z2a0E LOWIERT &K
SRR RS T2 LD 5,
13.2 &
FR R R RFIRII R Ve RHOBARSG THLT VNIV v ]
7 50T E N IIBREIIE KGRI EN D, BITICL 5
BEIEAERTIE GV, 72, 720V U RYOVEREIRE#IC
EERA RS L 5a. 740 Yy RYUVEEDAUCIZI9%
AUy IRH2EEEI B TIEA9% D Lz 2 et 7AR Y EYR
DOVIRIR P G- R O W HTLE & L TIEMRE G DERTH
HEHEINTWDY,

14. BHEDXE

141 FEHXMFEFOEE

14.1.1 PTPEEOHEFIIPTPY — b5 L TRAT S L9
fRET 52 L, PTPY— PORASKIZ LY . Bl LA 505 B b
AHIA L, BIZIEZRILE B 2 L CHEMBT 9555 0 FkE 70 & OHE % B
KT DI ENDH D,

1412 RANFHF O LICoOFCTHERZZE S E5 & T 5720,
Kz LCIRETEETH b 720 KTIRATAZELTE S,
1413 AFNIE-FEIORETIE, KR LTRSSV &,

15. ZDMDOEE

15.1 ERR{ERICED <15

REFRIEHS 2 ThRWAS, 720 Y ¥ U XUIVERIEIZ X 5 H#
RSO ZE SRR (OEWENET &) 1A LN L oHss
D5

16. EYEHEE

161 MAiEE

16.1.1 HEHRE
MR (2661) 127 INHIVE /T AT Y Y Y E L T20me/bmell a5 T Vv
PN 2 20mgh N7 A0 P L L Coimg (WAIBH) AHMAT CHIFE RS L7z
B, TNV T AU E Y DENTNOEYEEFN /ST 2 -5 IZUTO LB
DTH Y EMFHFESEEDED Sz,

TINFNE Y ROT AU T E S OEYEREFN ST A — S

WEWE | $e55E [ Cmax (ng/mL) | Tmax (h)  |AUCoin (ng - h/mL) | Tz (h)
7 VOV EatEks | 19631+2703 | 200 (155.0) 15,9874 +4,216.7 104+12
*‘j v BRI | 19399+2268 | 200 (15-30) | 153744+40423 | 105+16
7 o ou| eSS 3505 50 (4-6) 130.2+33.6 388*6.3
CEY | HHIARS 3707 50 (55) 1389+38.1 416+75
G + R )

Tonaxld LA (/M- A i)

16.1.2 EMFEHEF R
UV AUEEGODEHD [HET] RO 2 5 ARA#HHDZ . 7 0 X+ —N—El2k )
FNENLE (TYNVFIV S L LT20mghk 7 20V Yy & LThmg) MERER AT
A FL L RER % - Ok % L CIRAIF R OVK TR LTl 7 v & ViR
O7 20V VgERNEL, 56 N8YEE T 2 —% (AUC, Cmax) 122\ T
Q0% MEHAX B THRHRAT 24T o 7285 By 7YV H IV E Y ROT7 20V 2 &b iclog
(0.80) ~log (1.25) OFEFANTH V), Wi DA SR FIELEDHER S N7y,
(/K7 LIRAIZ Y Vv A0 BLAODSHD [HEL] OAT, 2 7 AR AHHDIZK TR
Jiib)

FEMEE AT A5 (TINH VY - Kk L)

HEINT A — 5 BENT A=Y
AUCo—18 Cmax Tmax tiz
(ng + hr/mL) (ng/mL) (hr) (hr)
¥V AU ELAODEHD -
THET] 17590 +4159 2123+339 267088 9.08+2.14
W7 J AfAEHHD 17924 +4619 2205+ 391 270+1.06 9.17+2.00

(1545, Mean=S.D., n=30)



(ng/mL)
3000 - —— 2L LOEEE0DEEHD [HET]
- 5 XEEEHD
#2500 T

T 1 §&#%5, MeanxS.D., n=30

0 6 12 18 24 30 36 42 48
B (hr)
MRS ENERE (T Oy v KR L)
MBI T A= (72T KAL)
HENT A=S BHENTA=H
AUCo-120 Cmax Tmax tiz
(ng - hr/mL) (ng/mL) (hr) (hr)
PV A UELEODSEHD -
[HET] 109.74 = 2549 3.01+0.65 550+0.73 374+66
o I ARAHEHD 109.00 = 20.60 3.27+045 517+0.70 372%6.2

(1545 Mean+SD., n=30)

(ng/mL)
4, —o— )L LOEEO0DSEHD [HETL]

gﬂ} f -&-H% U7 XAEE$EHD

o 1$8#%5, Mean+S.D., n=30

7

N

m|

T2

¢

=z

P 1

E il

0 - : . . )
0 24 48 72 96 120
BERE (hr)
MAERSEYEENER (T 202y - KAL)
FWFE T A= (FIVFVE >~ - kb))
HEIRT A—F BENT A=Y
AUCo-1s Cmax Tmax t1z
(ng - hr/mL) (ng/mL) (hr) (hr)

PV AU FLEODSEHD 4 nar . . N
[HET) 16669 + 3326 2065 =401 272+098 8.89+1.81
¥ 7 AR HHD 17701 * 4262 2304+559 | 272+123 | 881=175

(1§45, Mean =SD., n=29)

(ng/mL)
3000 - —o— )L LOFEAO0DEEHD [HETL]

Jul - -a-% 5 AEEHEHD

#2500 T n

h " TT 1885, Mean*=S.D., n=29

72000 {71t 1|

v AR T

2 ! |

415004 ¢ | & T

U i

% 10004 ] \or

ke |

P

& 500 A

0 . . . . ; = - .
0 6 12 18 24 30 36 42 48
BERE (hr)
ISP SEMEEEERE (7 VNN v - KD D)
EBRENT A= (70T Y - kDY)
HIENT A=Y BHEINT A
AUCo-120 Cmax Tmax t12
(ng - hr/mL) (ng/mL) (hr) (hr)

i ;{?EMQOD%HD 120243465 | 2794050 | 607+088 | 414+103
2 5 ARLA§EHD 11855=3472 280072 | 669107 | 417+93

(1§45, Mean =SD., n=29)

4 —— UL LOFRA0DEEHD [AET]
- 5 XEAEEHD
1 §E#%5, MeanxS.D., n=29

120
B (hr)

0 24 48 72 9%
M EREER (7 A0S C Y kD)

MUEREEENE ONIZAUC, Cmax®E0 /85 & — &1, el IR, ARIE O FRIUAEL - B
B BRERG M & > TR HARENA D 5 o

16.2 TRYR
BB (1261) 27 INHNE v/ TAaa P ¥y b LT20mg/5mglit &5t & i & F X
AR RIS L2, 7OV vy v, T AT Y E Y OCmax. AUCIZES
12k BEHIEASN R 729,

16.4 14
TYNI Y RS X D REM- T2, $/2. CYP2COIZ & ) RHIM- TSt
WENZ. B, M-1ROM-TDOATIZEEO B EERIZREADH1/1,000TH >
7= (in vitro) 101, 7 ¥ V¥ )V ¥ Y 1ZCYPIA2, CYP2B6. CYP2C8. CYP2C9.
CYP2C19. CYP2D6. CYP2E1J% IFCYP3A4% [HEA$, CYPSAZFHEL %ro7: (in
vitro) 10,

AN AFEHEO T A0 Y ¥ LI FEIZCYP3AUZ L ) R s 512,

16.5 HEitt
A (1261) 27 IV HNy v/ Taay ¥k LT20me/bmelil&d 2 i T T
HARE O U2 RE, 355120060 £ Co RAURHHRIER L7 Vv 5 2 13166%. 7
AUV EVIX66%ThH 729,

166 HEDHEREHT2EE

16.6.1 BiREEERE
T RE DAL R 2 2 W ML SE B (eGFRIED 315~ 304 i o0 T JEE FF b e o 58 4151,
30~60Al > Hp £ B REREEH 106, 60LL B IEH ~ R B iR E8H) 127 Y
VAV 2 20mg# LH L7 H M RS9 5: L 752 | IR ~ B B b AR - & T
B L CH SRR EE O Cmax. AUCIHZNZN17.3%. 16.7%85001 L. B Hhe
[ H D Cmaxs AUCIZZNZE189%. 39.3%HHI L7219, F 7z, EHkAkRE % 08wl
FEREEFIZT VNPV 2 10~40mg (10mg & Y BIfG) % LH 1E10ME R 5 L 72 #pE) |
AR AR (226) L HLEC L CEBEE RS (1961) o b T 7RI RS
WIRREIE35.1~61.3% M L. HE L EREEES (eGFRED 2515K0H) (4f1) o b7
7 IAE SR I 1 $51.0~91.9% B4 L 7219, [92.1 ]

1) BEDeGFR (mL/min/1.73m?) =194 X Cr10% x Age 027
ZHEDeGFR (mL/min/1.73m?) =194 X Cr10% x Age 027 x (739

2) EWNABEMEE., 7YVFVE L/ T an Y y kL T20me/2.5mg X 1320mg/
5mgTh 5.

16.6.2 FripeRERE
R~ S R RR RS (Child-Pugh™ A 7 235~6 D88 FFHRE R E 5861, 7~9
DS RERE S HRB, FI1661) R OEEEEE A (1661) (7 VML y v X Ky
VD & L T40mg %5 H M RAERE %5 L 22 | R A & i L CRBE IR pk R
EHEDComac E7.7%1A . AUCIZ27.9%84N1, P45 BRI & O Crax. AUCHEZ 1L
N179%. 64.4%KiN L7219 (FHEANT— %),

JFREZE % (Childh A, By #5661 12720 Y € LT25mg ks Lz
EIE2) R N & U L TR G- T2 B A O I EEASA 382 B A L. Tz, AUCIER
REMEE R L2 EEGRO SN o729, [93 BH]

#2) ENAEMEE, 7YV LY /7T aaYE Y e LT20me/2.5mg X 1320mg/

5mgTdh b,
#3) CUYNE Y, TVT Iy, PTUXINR, FFHERAE. BEAGEDIRE S 2 3 716§
25758
F4) 7YYL roTaRTy sk (ENKRKR)
16.6.3 Ei#E

T2 i (65ME A R85RE LT, 240)) K OJEmfng (187 LL LASELLT . 24%1) 12
T YNNG 2 40mgr L H LS H ARG L 72 WEED | Eii# O Cmnae. AUC (8]
[l 52 58H H) (x. e & ik L CEN2N156%. 9.0%HA L7210 (FhEA
— %)
i UEE R CEERTITH. 66) (27 A0V ¥y & L Comegk B S., RO
LH 1[I H [ SR 155 L 72 FAEEHEE CPIMERR2235. 661) & L TH
[E %5 D Crnaxs AUC, AR G- FeARE D Conacl WIS H RIS 2R L7285, Tz
WCHBEAERRD SN e b o 720 EHRG RO B RS IEEEE OMLEHR 7 50 9 ¥ vk
BEVE. AR L0 D IR L2hY, Z 008y — VIS ERBEE ICEML TB ) .
SRS MUEAE S T2 OBRAIER T B EIILRD SNk r o725, [98 BE]
¥2) EWNAREMEE, TYVFLVE /T an Yy L T20me/2.5mg X 1320mg/
5mgTh 5.
16.7 EMAEEIER
1671 ZINHILEETLOTEY
fERERC A (1861) 127 VIV s v 40mgh OF7 A1 Y ¥ ¥ & L Comgk H[al gtk 5
T ORI PEHR G- L 2B . 7OV v T AT Y E Y DOCmax. AUCIZPEHIIR G-
12 & BRHIEA LN o721,
16.7.2 7YYL ELETIAFI -
R (1861) 127V aF v —)v (CYP2COMHEH]) 200mg% 1 H 11817 H [ S5 5
B 7 VAV 8 2 4A0mgx WIRFE LI H# S (7039 V= VGTHH) L 7zRER),
T INHIN G Y DCmaxs AUCH, HUMHR G & Il L C 22 14.1%, 42.1%30nL
729 HEIANT—4 )0
H2) BRI,
5mgTh b
16.8 ZDfth
UV AUFAODEELD [HET] &, YV Aufi40DsEHD [HET ] % ki) b |
7ol & EIEENEIE R SN R RS L A S,

17. ERPREGHE

171 EHHRUREMICET 5558

17.1.1 EREE M ARREEER
TRE G T EEARREE B MU B AR RIS, 7OV LE v/ 7aud ey (Bl &
L C20mg/Omg (151%1). 20mg/2.5mg (151%1). 20mg/5mg (150%1). Omg/2.5mg
(7661) X1%0mg/5mg (7561) % 1H1EIBHEM %S L 7 — EEMILEHERO MR LT
DEBYTH DD,
BRI TR O b T 7 BRI R W IUE 2R (mmHg P + ()
1. 20mg/Omgi%5-#13-139+847/-21.5+ 12.23, 20mg/25mgf% 5-#13-192+878/-314
+13.26. 20mg/5mgfk G- #3223+ 847/-353+ 1150, Omg/25mgfk5-#E13-11.6+7.38/-
19.3 = 11.65% U'0mg/5mgt% 5-#E13-155+7.97/-264 1007 Td - 72

TINFNY /T AR Y E Y E L T20mg/2.5mg X ix20mg/




F 7o, b T 7 BREAT LR M 2 LR 1E20me /2. 5m gk G- 13 20mg/ Om g% G- B Jr O
Omg/25mgtx G- HE1Z_, X20mg/5mgf5-1:1320mg/Omgt G- 00mg/5Smgic 5- 1
WZHAHELEDSBD S, b T 7 BRI 2 b b B O E R 2SR5
7z (& Tp<00001, —JICECESELHTE 7V & v 720 lehoe) o
BB GO T 7 AR /GHEIE (mmHg @ F#4#) 1£99.9~101.0/160.2
~1611TH - 720
BIVEHIZEBIE 14, 20me/25meik 58 T9.3% (14/151) . 20mg/5mgik 55 T5.3% (8/
150) TH Y. ELFEMAIE. 20mg/25mgfkG-# Cliiih 7 L 75 >k Ak F 5 — EHih
33% (5/151)\ 20mg/5mg# G-t CIRBIED $127% (4/150) THh -7z,

17.1.2 ERENHEEHREHER
TRESUE AR s A B (368B) AR RIS, 7YY LG v/ TauvEr L
L C20mg/2.5mg 3 1320mg/5mghic & §& 4 1 H 152 I #c 5 L 72MRE, &) RT3 L
g L7ZIME T~ b a— L g 67z,
RIMESEBURIE L, 15.2% (56/368) Td h . EAEIWEHIE, HAED F3.0% (11/
368) . iFEhED FV216% (6/368) KON RIERINLA% (5/368) Tdh - 7222,

18. FEhFEIE
18.1 1EAHE
(FTIHILEY)

TINVHFNE P ET VAT 8471 (AT ‘;'"?wli HEELCT vVt Ty
oM EREHTL, B2 0 A MAEPGETER 2 B3 5 2 & 12X o TET B R
PO TS & ) B 2R 372,
(7 LAY ECANXYIVERE)

ML D TERARLFE 77 L 2 7 5T v FOVISERIGISHE A L MR~ Ca2t 0
A SR CREMLE R AN ML O % e S 2 % %@ﬁ)wﬁA}tW’Eﬁ% 3
Bz e &bt e R Ly 2 ORI 2785 < AR IR 4 /R4 2 &%
TWB2H, 25,
182 L= - 7oV 70V D RICRIFTHE

fERER AN (1260) 127 YV vy 2 20me 1 H 17 H IS LR, 4L = &k,
M¥E7 7o v TRERDYT ¥V d 7 v 2 v TEEOMINDERD 57z,

19. BRI ICET 2IEEFRAR
191 ZYHILE >
— By EE TV Y~ (Azilsartan)
1b%:44 © 2-Ethoxy-1-[2-(5-0x0-4,5-dihydro-1,24-oxadiazol-3-yl)biphenyl-4-yljmethyl}-1 4 -
benzo[d Jimidazole-7-carboxylic acid
53 F 2 1 CosHaoN4Os
grFt 45645
R BEofBREomEThH L,
13-V AFN2A4 IFV) D7 VI
(995) 1ZiEFIZ< <L KIS
(b
CO2H

‘)\%(ﬁk

FRFL AF )=V iEny ) —v
BEAEET RV,

192 7LOY ECNDIVEE
— g% HE 7 A8 Y E YR OVERE (Amlodipine Besilate)
1b4%  3-Ethyl 5-methyl(4RS)-2-[(2-aminoethoxy)methyl]-4-(2-chlorophenyl)-6-methyl-
1,4-dihydropyridine-3,5-dicarboxylate monobenzenesulfonate
53 F3X + CaoH2sCIN205 - CeHeOsS
Gy 567.05
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AY = VZEFR T, T8 =)k (995) IZRREITIZC L KIZETIS
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