% %k 20264E7 HEkET (BETHD)
% 20254E11 J &7

Mk Eim R
A - 34

BRI AL B
) T - RIS QMBI L Y T 2 &

AT LA T VA

—JubrRyTA4 ey ——
RITSHL T IVELIESE

ITEPI. 5E10mg
ITFE1 I 5 20mg

Takecab® Tablets 10mg & 20mg

H AREIE G S i 5
872329
By >y F78y 71—
$£10mg $£20mg
KR 22600AMX01389 22600AMX01390
WR5E PR af 2015424 201542

2. BE (ROBEICIIBELEVIE)

2.1 BFIOBA R USBAE OB E D H 5 B

2.2 THWFFEEREE., VLYY LR RS0 B
[10. 1]

3. #HRK - MR
3.1 #R%
W76 44 %1 % ¥ 7$E10mg 5 % % 75E20mg
BRI |18 1§
RITIF 72 VEBIEIR ) 79y 7 VT
13.36mg 26.72mg
(R 779> L Tl0mg) | (K 7FH% > &L T20mg)
I D-v = b=, ffED-v>=F—, Hi&t

Va—A, 7 AR
O—AF M)A, BEF
oxy7Fueib)o—
A, TRNVEE, AT T
M S/ AN
OAT—A, Y27 0J—
V6000, FEfbF % >, #

ua—A, 7 AT A
H—2ZF )T A, BF
o¥xy7yuitbro—
AL TRNVEE. AT T
M S A NN
OA0—ZX, Y7 0JT—
V6000, MfbF4 >, =

8= TR ek TR gk
3.2 WEIDMER
Wioe s % X x 74$810mg 5 X x 7$:20mg
B - I (S0 7 4 VAT —T 4 AR e O E A Y D
T TANLT—T 14 VT
BFIFR %% v 710
JEAR | b ‘Eb
i O
I —
&% (mm) 8.2 11.2
G (mm) 4.7 6.2
JE& (mm) #93.4 #3.9
H# (ng) #1115 #1229

4. hEEIIHHE
OBEE. T-HREE. URMEEX. BEAE7IXEY U HE
BICH T2 BEER I+ BB EEOBERWG. X704 K
MM RIERRSHICH T 2 BEBEETEREE DB RG]
*OTFRICETFEIAUANT 42— - EOYOBRREDHEE
BiEE. t=H&BEE. BMALTY > /\[E, sEtEm/ iR
fE. REIBREICHT 2 ARSEHAEERE. AVINT 42— -
EOUBEER

5. MEERIIHRICEET 338

(EKRET7AE)  HBERICET3BEEET_KBEEOHER
i)

5.1 Mt - EROEEIIH OO IEHED 7 A YY) v & ki
HBLTWwbEHRZHRGGE L, &GHBICEL T, BiEE
AT+ RSO AT MRS 5 2 Lo

GEXFO4 NMRREERSEHICE T2 B5EEIT2EBEE
DEFEMEH)

5.2 B ) v~ F . BIRUMEESFICBIT AEREMED-OIC
JEA T O A FUPULIESE &2 BRIk 5 L T 2 BE 2 3% 5%
REL, HGBBICHL T, Bl I iR O B
R T AT L,

(AJanyg— . g0l OREOHEE)

5.3 HEATHIEMALTY ¥ 8 EICxT 5 anNy & — - En
BB OEIEIZET. L TV,

*5.4 SIEVEMVINGRAEIZR LT, 4 NI 4 v ExSL,
AN TINY F— - a ) BREGRASEY) & RS N ERNZ O
ABHEREIT) 2 &

5.5 FHIE RIS A SR EREE DM, AN any
& — - ¥ u) RIS X D HEOFSEIHNC R 5 % AR
FEST L T\,

5.6 N1 INsy— - Vo) Y KICH VLB, A1) an
Y — - En ) PEETH L E R ONREREICL YA T
Ny &— ¥ ERERTHL L 2HRETHI L,

6. AERUVAR

(Bi&E. +=HEmas

WHE L AR 7o v & LClR20me# 1 H LRS-
$he b, WE. BiEETESENE T, +BEEETIE6
AN QI s W

FRERBER)

WHE . AR 7o & LClR20me# 1 H LRS-
T5. B, WEGAME CoOEG & L. HEATTOLAEIXS
BEFETHEGTHIENTE D,

HIZ, TS - TR A R D R S R ORI B W
Tidy 1M10mg#% 1 H 1AK% 53 25, FRA T3 0841,
1A20mg% LH 1R 53 5 2 L3 CTE B,

(BRE7ZAEY V#H5EICH T2 BEEIETHEHEEOER
i

VR NIER 2 75 L LCLE10me % 1 H a1 54 %,
GEZXTO4 NEHRREERSEICE T2 5EEE T KB ES
OEREIH)

VR NIEER 2 75 L LCLE10me# 1 H a1 54 %,
(AU ANy E— - EOU OREOFED)

WHEL AR 799y e LCli20mg, TEFXF VY ¥
AKFI) & LCLAI750mg (Ufili) K7 5) Aa<xA e LT
1E1200mg  (Jufili) O3] % k1 H 20, 7H BREOHES3 %,

_1_




B, 77)AuYA i, LECS L CHEEEET A L
MTE D, 72721, 1H400mg (Jufl) 1H2ME% LR E$ 5,
THNYRYTA R ESY— TEXT V) VKWK T 5
JATYA 2 Y O3FEGAIZ LAY ANy ¥ — - Eu) oK
ERDPARIOEE1X, SR bBGEEE LT, MliE. KA
IZIER ) 7o L LClE20mg. TEF TV VKR E L
T1E750mg (FIffi) KU A bm=4>—)b & L T1E250mgD3
F & FECIH 20, 7HREOHRG 5 5.

8. EELEAXNZEE

(heEHE)

8.1 RHNOEMIKRG\2H 72 - TIE, EMRYIC RS % EET
LR EBEE T L.

* %8.2 AFHOEMHGIZI VIR 7 AV AMESHSbI bk
B HDT, K& EMES T 28BE, Eicmp~ 74y
AR NES S 2 k. [11.1.58H]

(FRERER)

8.3 MERFRIEIC BV T, B - PR D BT BE IS LIS
T2 e L, KREMHREEOLED R WEEIHSG T LI L

DHEWEIHBET D Lo BRIREFNREIN DY kT 2 E

BIT, T HBEND 20 W SN LA 1E1E20me7 51

[FE10mg D AL ZFET L2 L,

9. REDNERZEH I HBEICHT IR
9.2 BREEREERE
KA OPMARIES 2 2 LA & ) MHREDN AT 52 0D
%, [16.6.1%HH]
9.3 fHREREERE
AFORGH, PEEDEIES 5 2 L& D IMHiREN LA 2 2
B Db, [16.6.220H]
9.5 147
FEAR SR L T 2 WM D & B I X EHR Lo A 41D
fabtiz B L EHBEN D HEIORETT L2 Lo HR
B (7 M) 12BWT, mABARHE 40mg/H) 2B 5K
7 7T obkEER (AUC) Of28% Bz 28#E=T, K
HRER R R OB, SRR (LMRER VRO ),
AN AR (BEPERT O 28 i B R R OV SRS T B IR AR 245
PREOHNT VD,
*9.6 BRI
R EOFFER IR EOERMETERE L. IOk L
kR BES A 2 & EEZIUmICAR ) 7T 20mez 1H1
[0 H 2[4 H MR OG- L7z & & 22 hikb-500.012%
J130.023% ASEFLHIS AT L7200

9.7 /pRE

INEEE R E L 2RRREIIER L Tz,
9.8 SiE

— I TR BRSO BB AET LT 2,
10. HHE(ER

AFNEEE L THEDAHBERCYPSA4THH S, —
CYP2B6. CYP2C19 U'CYP2D6 THM SN B0 7z, AHNE
§HVCYPSAABHEMEH 245 5,0

ARFN OB W WIMFIE I &0 o BEREER O W & AR E S

9 2R D % o
10.1 AR ALV L)
A BRAREIR - S5ET R | W - falRie T
Ty CVERERTE | 7 & G OV R ERE | AR o0 B R 55 s )
(LA4T75v) O Z RIS 2 BIEHICE Y 75 ¥

[2.221]

TN D 5o

KOV O R
BET L. 784S
KL O L A
T AT D D,

IR

BEAREIR - A5 I8 T 5

Wi - falRR

VIVE B vERRE

JVE Y CIERRIE

AHN O H BRI W

(25> b) OIEM % RWEST 2 BIEAIZE Yy LY
[2.22H] ENDH 5, 1) IREREE OWIL A
EFL, UvEEY
> DA FEAMRT
T AR D B o
10.2 BERER (BERICERTS L)
FHRHE BRAEIR - 1 EHE | B - falET
CYP3A4BHEFH] AHNOIMPIEED B2 T ) A~ A T v
7 7)) 2a~x A VAT LRSS L. &L ORI L) EHF
v DI EEDS AL
[16.7.1.16.7. .25 1] 2L OHE N D B,
e SV TeRCEEH O AR % 18 | K o B 1R 53 3
AFNTIXT T LIRSS L ERICL ) D TF v
> DOINAKAE P
SN, VIFT oo
MR LA 5
WY D %,
A bTaF = | FEREEEFI O % i | AH] o B R 5w ]
FurxF— Y| T EREED D Lo (TEIC & D IEFCEEH]
EH DI EE DM 3
rI4F=T B REVED D 5 o
—gaJF=7
jyaF=7
AINVTALFEN XY
IVERYE
CYP3A4TAEH S N AERLIEHI OVEH % 88| AR A OCYP3A4IZ X
% 3EH| Y BN REED D B o | T B EHVHEE IS
PN L0, ERiEROR
[16.7.45H] HHEE NS,
B ST AR | ARF o IR EE S| A2 RREE I O CY P3A4
CYP3A4E5] T3 AEEMED D B o LR35 FHEME 2
V77T L0 KA OREHAH
77V LV fEAE S D W REPE S
[16.7.52H] H5bo
1. BMEA
ROBWEH S SN AT DD LD T, BIgE T4, BE
AREO LN B EINNIHE G A P IET 2 %5 E#EY BT 2 L.

1.1 EXLEER
(ZhEEStiE)

NAA 23y y, 7F7147%F2— (TR LHEERY)
11.1.2 SAMERK D, EFERIKE. AMKED. MMRKD (W

b HEAHE])

11.1.3 FHiRERE (HEAH)
11.1.4 hBMREIEFRBMABEIE (Toxic Epidermal Necrolysis :
TEN). RIEFERERE (Stevens-JohnsonfEf&Ef) . SHAL
B (9 BHEA)
*k11.1.5 BT I LME FHEAH)
AFOEMPEGI2LY ., QTERE, B, LOnEr K~
AT LMIERS S bNLEIENH L, T2, KT AT T4
MUAE N L 724K A v 37 e, 7 ) w7 A UE S O B Y
BEEEIGEDRD B TNE OEBY I HE DI LGRS

|51

b OO, M~ 7 4 27 AJREOWEZ 170
RO SN RANE, TR T ADOHMFEED ) 7 L %
719 2k, [8.2&0H]

(ANYaANya— - EQY OREOHHEED)

11.1.6 BEMXBREOMELHSEXELKBRX (HERY])
AN ANy s — - EnYOBREICHVL T EX D V) kAW,
770 2uvA vy TiE BEEREIEOME 2 4 ) mE LK
B b s LB BHOT, IR, HEOTHID S
NI IIE B G 2 RS 2 7% Sl R EET) 2 L.

FE
7K



1.2 ZOfOEIER

(BigE. T-EBEE. TRMERERX. BERAE7AEY V5
KET2BEBRETHEEEEOBFRMGE. X700 M
MR ESRFICH T 2 BBBRIE+ G EEOFRMF)

0.1~5%A1mi
HitE fEfh, THI. PEE O,
EBUAE 3895
T AST. ALT. AL-P. LDH. y-GTP® -5
Zof TP, BERERIE %
ANYanya— .- 0l OBREOHEE)
5%LL I 0.1~5%A1ils
HibE T (10.6%) USE MR PENN R Y NN
NG o e
A 55
T i AST. ALT® }-5-

FHOMHREFIRIEF BB I T IR B 2K, Ty TV, TEX
T VKR Y ) Auv A ¥ v O3S ORI D <,
14. BRHLEDZE
14.1 FHZAROER
PTPUEOFEFIPTPY — 25K L TR T 2 & 5 1RE
T5Z L, PTPY — FORAIKIZ LY . T EEAERAS B R
FIA L. ISRl E B T L CHERREIN 5% o B 20 4 0HE % O
BTHrIEDNH D,

15. ZOMOEE

15.1 ERRR{EACED 153k

15.1.1 AFOEHHGPICBAMEOERY — 7227 & OHAH
Hb

15.1.2 RFOFGAEHN L 2IERZ R T2 EDHHD T,
BTV L RERD ) ZHGTHT &,

15.1.3 WM B 2B OBIZEWZE T, Ju bRy 74 el
& =2 X BIIFEIC B CHALERE (P O BB 3T BRI BT
BHEGPTO ) A 7 BIIAHE ST\ b, B2, BHELOEY
(L) OEEEZ72EBET, BIo) 27 3L 72,

15.1.4 MBI 2 FICABRBE R E L 2B B0 BIZE 03
T, 7O YRy TA vy =25 L-EHE BT O
ARN)T TN T T4 YN LB EBEGD ) A Y B hnASH
HENTWD,

15.2 FERERRERABR ICE D ( 15%R
T ARDT v N 2AERRRIF G AR RIS BT BREH
# (20mg/H) 2B AR 7oy 0EG#ERE (AUC) & %1%

REOWEE & CH OMBRNSWMIEE 25, #3006 CHoE (<

T A) AL E WML (v ) RURISSELLLE (T b)

THHBIEE 25580 b T b,

16. FEWMENEE

16.1 IMAEE

16.1.1 R{E#HRS

fEHE R AT E % % 5 1210mg 13 20mg % 1 H 17 H B RAERE 13
HL72W, %5 THHOR , 775 DAUC ©-taw) M O Cmax T35
HEQHEMZEWENL, S s oMmoRE IR =% b
TP ERDL, /20 RN TV UOMHBEED -7 7fEiIX, %
H3HHEPLTHRECT—ETH Y, %530 H F TITEEIRELL
ELTWALEEZLNL, 612, K/ T DAUC 0w &
OT1202 B3 2 BRI ORE R S . RGO R ) 75
OB BRI AR e v e E 2 5N B, BETHEOR
J TG OEYFREFEN ST A= F IETEROLEBY TH DY,

10mgR (320mg RIFIX GRFEDEMENEZR/NT A — & (REERA
Bit)

5= 10mg 20mg
Tmax (h) 1.5 (0.75, 3.0) | 1.5 (0.75, 3.0)
Cmas (ng/mL) 12.0+1.8 23.3£6.6
Tz (h) 7.0£1.6 6.1£1.2
AUC ©-ww (ng - h/mL) 79.5+16.1 151.6x40.3

OFI DTN + AR (7275 L. Tuwdd P9l (R/ME, M)
16.2 DRIR

16.2.1 BEOHE

TERERL AN VE % A 512 20mg % M AT I OV 1S AR % 5 L
WD R T T O BEFN ST 2 — & KO h iR
BEUToOLBY)THY ., EYBHREICKIZTTEFOBHITITL
AEBZSN o729,

20mgit R T RUBHRBEEIRSHFOZEYERFNNIA -2 (#
B A1)

551 AT Btk
Tmax (h) 1.5 (1.0, 3.0) 3.0 (1.0, 4.0)
Cmax (ng/mL) 24.3+6.6 26.8+9.6
Tz (h) 7.7+x1.0 7.7+1.2
AUCoss (ng - h/mL) 222.1+69.7 238.3+x71.1
1261 DIl = AR (727210 TmaddPoRfE GR/ME, RKMH))
ng/mL,
( g407) O—0O #RTHRE
00 BikikS

304

204

e

48

EA 0
20mgifi f2 T B MR AR G RO R 2 77 2 O MR
16.3 2
16.3.1 EEHEEE
[MCIR/ 77 % > %0.1~10ug/mLOFH T M MAEIZamL 72

e AN
R

Ho&EH
16.4 X3
16.41 K/ 7% v 13F & L CCYP3A4THH S, —&F

CYP2B6. CYP2C19% U\CYP2D6 TR S NS, F 72, kgl

BEERSULT2AICLRHEN D (n vitro) Y,

16.4.2 K/ 759 1%, CYP2B6., CYP2C19% "CYP3A4/512x%F L
THRMRAF I LB % 78S (n vitro)o 72 R 759 Vi,
IERERIEN 7 CYPLAFE R & D § 2R3 75, CYP2B6 K& O
CYP3A4/SEHEMEIZIEE A ETRE R\ (n vitro) ™Y

16.5 Bt
AN E N T3 & R A ORI R R AR R 7o e L
Tlbmg) Z#EOFEG L7-& &, #5168 % F T2, &5
NS RED I8 . 5% DSIR K N HEFE R IZHR b, 209 b,
67. 4% R~ 31. 1%AFME T ~HElt < 29,

16.6 JFENERE2HT 8L

16.6.1 BifpEERE
B HREIE® % (eGFR : 90mL/min/1.73m?2bh k),
(eGFR : 60~89mL/min/1.73m? . M4 (eGFR : 30~
59mL/min/1.73m?) K& O E R E (eGFR : 15~29mL/
min/1.73m?) O& % EH, LITKE A% (ESRD) (eGFR :
15mL/min/1.73m>&:ii) BH 2 RIZK ) 754 2 L L T20mg
ARG L 2B O3 TR IC M TR RE RS E O BB 2 AT L 72
FECENRG L 72 BERERERICBW T, R T IHFDAUC 0 K
O Cmaxld BRI, HSE RO EETHREREOH 2 EH T
FRREIE R & L I L CZNEN] . 3~2 M5 K U1.2~1.8f%5m <.

X, 85.2~83.0%CTdH 2 (n vitro) Vo



ERREOR T IV L. £ 72, ESRDAEE 2B 5AUC ©0-ind
Je U Crmaxtdy BHEREIE R & & L T2 2N 35 K O . 265
EWI0, [9 25 K]

16.6.2 FFikpEREEEE
FFREFEIE R & W ONICERE (Child-PughZ A a7 A) ., HWEE
(Child-Pugh/#8 A 2 7B) K OB EFHERERE (Child-Pughsy
HAaT7C) OHHEEENRIZK ) TSS9 L LT20megx &5
L 72 D SEY B REIC M3 3 PR BEIE 5 0 2  % Mead L 72 4h il ©
FEhti L 72 BERRER I BT R T I 5 Y DAUC 0-inn S U Crmaxld
TREE, RO EEIEEEEDH 5 BE TR & L
WL CENENL.2~2. 6655 U1 .2~1 . 8fFmuwniV, [9.35 ]

16.7 EMHEEIER

16.7.1 R TSH>, 750 20741 > CHABOEYENHE
A EERES AR EE HRICIHE R O8H HIZAKR Y, o & L
T40mgx BAA30 3 HBICHEH 5 L, 3~9H HI27 9 Au~<A
2L LT500mg (JIfl) #1H2[. 84 3051 1 ]KAEH S
L7z BofER, K2 7799 DAUC ©-inn K Cmaxld HAFE
L LCr o) 2~ A vy EOREREGEHICL. 60 R
1.4f588004 22, [10.220]

16.7.2 R/ T7ZH >, 7EXI VKPRV Z ) 2071
o R OEYERE
EHER AR RICR ) 79 L LC20mg. 7TEFT V)
YR & LC750mg (Jifii) KUY7 7V Au~A L ELT
400mg (M) 3% % FECIH2ME, 7HMEEH%S L7238k
DFER. TEXF D D) VREALEOIEY BRI KT T EIL A
SNV oo, 3FIFHESIZEYR ) 7599 OAUC 012
B U Crmaxl T ZNZNL SR OL.OEEEIML, 25 Aa~ A ¥
Y REALAEDAUC 01120 B O Crax b Z ZL 50 F U1 . 64550
59, [10.25H]

16.7.3 R/ TV, BAET7AEUEKR/ T35, FEX
T O4 FHERREEGRAROEYENRE
TR AR Z W RICKR 7% v 40mg, 7 AE) »100mg
MAEIEA T O A FEPIEESR (oxyTur oy F b)Y A
60mg. Y7 a7 xF 27+ b)Y A25mgit AT F T H A10mg)
MG LB R, R 7590 OEYHREIC RIS
BHE7 ZAEY Y IIEA T O 4 FEHMEEROZE, KO
M7 A Y FIEA T O A NP RESE OB REZ KT
TR TIVF L OEBIIOVT, WTFRLHL P REEITRS
Wi o721,

16.7.4 R/ TZH¥ >, 347 LHABOEYEE
AFEMEEES N 2 X RICTH B R O9H HIZ X 57T 42mg% HilAl
RS L, 2~10HHIZAKR Y, 792 & LC20mg% 1 H 2[R X
ERRG L7238 BoER, 247 2DAUC ©0-inn K P Crmaxtds
B G & L TR 799 2 L oI b 1,964
Bn$ 59, [10.25H1]

16.7.5 £EFMNEYRERETINVICED P IaL -3 (U
TJrrEY . TT7FELYY)
R TIH L LT10. 20, 40mg7% Hilal$z 5 X 1x10mg% 1 H 1A,
20mg#x 1H1\Z L <12, 7HMAERO#S- L, V77 v €
2 r600mgx 1H1RBER G- L722 & T, R 79 DAUCum
1X78~81%ME T\ Craxld71% NI 72%ME T % 2 L 2MEE S 720
R 7T &L T10. 20, 40mg% A5 1310mgx1H 1
[F, 20mgZ 1H1EF5 L < id2m, 7HMEERORS L, =77
YL rv600mgz lHIMGEFHIKG Lz & T, K2 T IH
DAUCwtuld54% T\ Cmaxld44~46%MET 35 Z & 3 HEE S
7219, [10.2z07]

17. BRERRERIE

171 FEIHRUCREMICEAT 5558

(Bigg. +=EmEaED

17.1.1 ENFELHERER (CESRIEERHR)
HEE. T oEEEEEE AR, R T I 20mg it T
VT = v30mgx L H1M R ASHEME (B s KO K6HE

W (iR BOHRG L ARoRENHERITRO L
BOTHY), BEBEEEEFHERE LRABTIR, 50V TI ) —
VBT 2K 79 VOB RO S h, TR
M RE NS E LBk, 90 T T — VBRI
LR T I REOIEL LR B o 72178,

BEBRU+iEEEEORRE

PB4 K779 20mg 7 77— )V30mg
93.5% (216/231%1) 93.8% (211/225%1)
ik —0.3% [—4.750%, 4.208%] ™
p=0.0011"2
95.5% (170/178%1) | 98.3% (177/180%1)
TR -2.8% [—6.400%, 0.745%] ™V
p=0.0654"

() BRI A B

D BGREME, [ ] IEmR95% 5 X M

1H2) FFABRFUEA 8% & 72, Farrington and ManninglZ & % JEFPERE

H3) FAERAMEE6%E L7z, Farrington and Manning|Z & % IEZPERE

B EE 2SR e LB BRoORIEHEBMEE LR, 7%~
FETI36.6% (16/24451) Tdh -7z EFEIWEHIE, R (561).
T (B ROEES VSR (1B)) Tholo,

F/o, PTIREBEGEEZ SR L LR RIVEH S B REE 1X
R TFHETIZ9.3% (17/18361) Tdh -7z F2EIEHIZ.
TH (361) R OMERE (1#1) TdHh o7z,

(SRR R)
17.1.2 ERETEHR (CESHKREEHR)

R AEREEENRIZ, R T35 20mgizs >V 75
V= )V30mg % 1 H 1l RS M #E 2 G- L 7z 0¥ 5458 £ I OF
SHEBE T TOBRBEREITEDEBY TH Y, % 58HM% T TOEME
FIZOWCT I T IS VEHICHT LR TV HOES
PDFRD SNz F720 K TV BORG4AE T TOEE
KTV TT = VO G8H % E COBRBROED THEE
fili (FEIOS%ASHEIX ) 131.1% (-2.702~4.918%) T&H - 72",
WM RERORBRE

511 H K TI5H920mg | 7V 75— N30mg
96.6% (198/205%1) 92.5% (184/199%1)

4l 4.1% [—0.308%, 8.554%]
99.0% (203/20561) | 95.5% (190/199%1)
S 3.5% [0.362%, 6.732%]

p<0.0001"

( VAR B/ R B EL

D FBGREMRE [ ] 3T HI95%E X

E2) AR UME®10%& L7-, Farrington and ManninglZ X % 45 MHEME
FIEHFEBBE LR 2 77 VEETIE6.8% (14/20761) Th -
7oo EZEMERNE. WIS (361). M F)., &Eh v Y
e (161) J OFiREREEm (1680) Th -7z,

(ERMERE R OMFHEE)
17.1.3 ENEIHEHR (BERRERSHR)

FREI7. 1 2R mATERR S, ERRRBr e T L BEE
WHIZ, 52K 7TH 2 10mg X 1320mg % 1 H 115238 B #%
5 L7z 035513, 10meHET9.4% (14/149%1) . 20mgHET9.0%
(13/14561) TH - 722,

FIVEFISSHISE 13K 2 7T % > 10mghETI39.7% (15/154%1), K
7 75 2 20mghETUE16.6% (25/15161) Td - 720 T BIEAIZ.
BR) =7 (R 7% 10mgh16l. K/ 754 > 20mghi36])
T O BT RS (R 759 0 20mghe3fl) Th o7z,

17.1.4 BNETHEEER (CEFHRIEEHER)

R T 7 20mgx 1 H 1R AKSHEBREIES 3462 L12XD
G L SN A RO BEE R RIZ, S SIHERR
P LTKR 79 10mg, 20mg¥ixs >V 75 —)15mg
#1H1M24E B OHRS L OB ERIITEOEBY TH Y,

T T = VI T SR T T 10megE L 020mghf
DIEHMEDTED BTz,



WRMEEEROBHE
KT F7H 2 10mg| K/ 7 7% »20mg| 7~V 77V —)15mg
5.1% (10/197%1) | 2.0% (4/20161) | 16.8% (33/196%1)
<K 7 I 10mghfvsT ~ V) 7T — )V15mght >
—11.8% [—17.830%, —5.691%] "V p<0.0001"2
<K 7T 20mghfvsT » V) 7T — )V15mght >
—14.8% [—20.430%, —9.264%] "V, p<0.0001"2
() XTHFEBIE AL B 5
WD) SR [] 1 &miios% s
H2) AFABRFUEA10% & L7z, Farrington and ManninglZ & % JEHH0E
BIVERZEBUMEE IR, K/ 75 %~ 10mght T1310.4% (21/20261)
K75 9F 2 20mehET1310.3% (21/20481) T > 720 L7E
PERIE. TH (K2 759 2 10mgle0fl, K/ 759 2 20mght
0. DUFRIED) . R =7 (3. 160) . fEf (0%, 260).
M7 L7 F vk ARFF—Lum 1. 260). 75=>73
J NI AT ==X (6. 18]) KROy-7 vy IV kT
YAT7 T —EH 0Fl. 1) Tho7z,
(BERE7RAEVCHRERICETIBEEITHEBEENHER
i
17.1.5 ENSIHRR (CEFRIEEHR)
HET AE ) > (1H81~324mg) OEWHS#LEL L, 7D
BEE I T IRmEEoOMARE2 F 32 BEEZWHRIT. KT
T 10mg LT >V 75— V15mgax 1 H 1A 248 M1 13% 5
L 7B O 5248 OBBHERETROEBYTH Y, TV
T = VBRI DR ) T BROIRL TN S 72,
BRE7AEVUCREEICE T 2B EEVE T B EENE
RE (ZEEW)
KR 779 10mg 7 V77 —)1bmg
0.5% (1/1971) 2.8% (6/213f)

-2.3% [—4.743%, 0.124%] Y
p<.0.0001%2

() \EFEZEBIE/ B

FED BeGBEmzE. [] (Xmmi95% 15 HEIX

1H2) HFRMRAMEAS.7% L L7z, Farrington and ManninglZ & % JE4PEME
EIEMSSBUHIE L, R 2 779V BETIX10.4% (21/20261) TH -
7oo EAREWERNE, R 261, TR Q) KROmEgEd (4
Bl) Tdhoiz,

17.1.6 ERFEIHERR (BERRAKRSEHR)
FRCL7.15RER A T LA BB 2 RIS, S 5 ITRM28E, Kk
FES8OHMA , 759 10mgixs >V 75— V1bmgw1H1
LIk K G L 72RO HRRE T RO LB ) TH o722,

BERAE7AEY CBE5RICHTEEBREI T B EBEDE
RE (BER)

KR 7T 10mg 7 v 75 —)V15mg

0.5% (1/197%1) 3.3% (7/213f1)

-2.8% [—5.371%, —0.187%] *

() XTI AR E 5
W) BR[O ] 1 m95%1E HHEIX H
EIERSSBUBER 12, R 794 2 BETIE16.3% (33/20261) T@ -
Too EREIERNE. R Q6. MH 2F0) . Mrpgkid (461))
ROEIE (161) Th o7z,

GEXRTO4 KMAREERSEHICE T2 BEERE+ KB EE
DOEREMEH)

17.1.7 ENE I HEHER (CEERILEER)
M) v~ T, ZERUEEEESOERERO -0, FATH
A4 FHRAEROEN#HS 2 LE L L, 2o il 24
PHiEg OBMERE AT 5 BEE RIS, K 7F9 v 10mgXid
7 V77— )v1bmg# 1 H1m24:H & ¥ 5 L 70524
HHEOEBFHERIITROEBYTHY, TV TI )=V
WX BRI 7Y OISR 57z,

JEXTO4 FMEMRERRSHICE T ZBFEEIT=I5BE
EOBHRE (ZEER)
AR 774 10mg 7 vV 77 —)vlbmg
3.3% (7/209f1) 5.5% (11/199%1)
-2.2% [—6.182%, 1.826%] ™V
p<0.0001"2
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EIERSSEE L, R 79 F U BETIX15.6% (34/218%1) TH -
7oo EREWEHIE. TH 26 ROER GH) Thotz,
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FRELI7. 1. TREBR AT L EEEZ R R, & 5ICRE28ME, K
F8OMM AR/ 7 F% »10mgixT vV 7 F >/ —)V1bmgx1H1
kG 5 L 7B DI HIERIE T RO L BY) TH - /2%,

FEXTFO4 FERREFRERFICETI2F5EBEXIET2EEBE
BOBERE (BER)
R 7 7% 10mg 7 vV 77 —)lbmg
3.8% (8/209%1) 7.5% (15/199%1)
-3.7% [—8.207%, 0.787%] *
() XTIBSHI MmO
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720 EREIWERIE. TH (3%, ffE (5F1) KOk 7 v
RAT 75 =L 2F) Tho7,

(BEERII+iBEEICH T BAAYINT Z— - EOVREE)
17.1.9 BB LA (ZESKRIERHER)
(1) —RE&E

AN TANTF— - a0 BptEo B T IR R
FHERMNRIZ, R TI7H 2 20mgxT >V 77— V30mg.
TEXV) VKR 7 ) Au~A T rO3%K %1 H2ME7
HREREOHSG L2BOBRERIEI TR0 EB) THY), SV T
7V =V & 723 RS T 5 K ) T Y 2wz
SHIBE AR EE O I MEATRD B 722,

AYany s— .ol —xkBRE* &

A HEF D1 H -5 Gk
R T 7% 20mg
TEF YV VARHWT50mg i) | 92.6%
7y AavA L r200mg (i) |(300/32461) | 16.7%
Z13400mg (JI1il) [11.172%,
5 75— 130mg 22.138%] *2
TEF TV LAKMTE0meg (Al 75.9% | p<0.0001%
7)) An~<A L »200mg (i) | (243/320%1)
X 13400mg (FI1fh)
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E3) FFERFUMEZ10%E L7-, Farrington and ManninglZ X % I HAE
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AYIANRYH— - EOYZRBREY F

£HA O A& S
KR 7T 20mg
FEXY LY L ARIWT0mg (F) 98.0% (49/50%1)
A ha =% —)L250mg

() VBT B B/ R 15
E) PC-REABOM A IEE



BITEHIZEHBHE (X, 16.0% (8/5061) TH 720 FHEIEMIZ.
T, . T =TI NI UAT 2T —BWINKLOT X
NRIXFVRT I NI AT 2T —ERI (%26]) THoi
17.3 ZDOfth
17.3.1 MFH X MY DV ICRIFTHE

R 7592 Z1H1EI0mg X 1320mg % #& #%5- L 22854, 1
HHAN) MEES Y T — VEICHARTER Y 759 3
TR Z R L7z BHET7 A VGBS H
I LT IR O S I O RIS RIS B A iE
HAN) VEOHERBHIILLTOEBY ThHhotze B, G
TRIZIMEA A M) YEOEE X MR L - B, iR
BEGE TR E LBRRABR Tk, M2 BERD 5k
(e 5T 2~8ift]) 1718250

/mL .
(pg/mL) V75— 15mgR

(o1
2,500 @ K/ 7 5% 10mght
WK/ 7Y 20mgH
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~ 1,5004
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0

0 4 8 12 16 20 24 36 52 64 76 83 104
SR 5 (B)
R (B)

V75—V 15mg# 213 216 215 209 206 203 199 151 144 51 16
R/ 7ZH > 10mgH 202 200 197 196 188 188 186 149 146 63 18
K/ T7H 2 20mgH 201 202 196 194 190 186 186 133 130 58 13

R 7 A ¥ ) VIG5 RICBT 2 B s X3+ I RRE o/
FEPIHI O R G-HBC B 2 IE T A b U EOHER
17.3.2 AZREE ICRIFTHE

W A S OMERERE L LR 77 2 & 1TH1R10mg 3
20mg & 52 MR 135 L7236 BRI oWl g e 12 B
5 A BNMEINIE RS S Nk b o 722

18. ZEhkIE
18.1 fER®AF

R TIHFEWBI LD L2 RE LT, WHlTH )Y
LA F A AR CH, K'-ATPase 2 [lET 2, K/ 7
T TR AR < B o 1 A2 A R R ERAE L C
HERE R 2 W 5o HALE ERBORBIEEER IS LT, R
T I ATECIEER 2R R T TH I PiAN) an
s — YO UER RN a5 — - ¥ay L7 — Yl
EIHMEIIIR S R0,
18.2 BEAMHMFIERA

HHERABIEIC BT, K 755 2 10mgXid20mgD7 H R IX
P12 &0 24 R B NpHAM UL E 2 R TR B4 13, Z
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18.3 AU aNY 4— - EOVURKREOHB{ER
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EEWpHEZ LH L2 81280, PFHENLGTERF VY &
KM, 79020~ A4 vy, A MO FY— LoOPHEEEE
BOLIEIIHDEEZLND,

19. BRI CEAY BLFEMFER

—f4 K T 7= VKR (Vonoprazan Fumarate) (JAN)

1244 - 1-[5-(2-Fluorophenyl)-1-(pyridin-3-ylsulfonyl)-1/7-
pyrrol-3-yl]-V-methylmethanamine monofumarate

713 0 CirHieFN3O2S - CaHaO4

-t 461.46
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o h N

O;\ /\/COZH

\ * HOzc
N| y

\ N\CH3

F
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12K, 2=7a8 ) =V ROSTTE R P VIZIZE A EET RV,

Rl 0 194.8T

22. A&
(BT % x TE10mg)

PTP 100%¢ (108 x10). 500E (108 x50). K (5005E/%F)
(BT % v T§20mg)

PTP 100%¢ (108 x10). 500E (108 x50). K (5005E/%F)
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2.7.6.21)

25) K7 7F 2 ORFRRBGHO (2014412826 H KRR : CTD
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