% %k 20264E7 HkET (45600
% 20254E11 J &7

V)R VNE B IV o
- JaNVRY T4 Y ——
R TSYL 72 IVEEORENEEESE

Mk Eim R
A - 34

ITEPI.ODEE10mg
ITF1I.ODEE20mg

Takecab® OD Tablets 10mg & 20mg

UGN s
i) TR - BRI QML & ) (% = &

ERENEE TGN
872329
By >y F7ay—
OD#$£10mg OD#$E20mg
A& 30400AMX00165 30400AMX00166
WRFERd G 202347 H 202347 H

2. BE (ROBEICIIBELEVIE)

2.1 BFIOBA R USBAE OB E D H 5 B

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

3. #8Rk - MR
3.1 #R%
W76 44 % r % v 70D$E10mg %71 % ¥ 70D$E20mg
AR |18ER 1§
KT 7V R 79 0 7~ )VEREE
13.36mg 26.72mg
(K 779> ELT0mg) | (K 77% & L C20mg)

I D-~vr = h—)b, Fifhbra— 2, SR, 7
OAKRYE Fo REHREL Fady 7o ro—
2. Ny, eTOAT—A, WKI TV, XY
TABT VI VAT AL WL Y v B
WK AFE, AT, TVEZFTIVFNRASY S
Jb—bhaR)<w—, ZNVEBEATFTTIIVF M)
DTHANVT 7 2H )T L T AN T—4(L-7 =
ZWVT F=ALE) . b TRF . TROVER—F
M)A, FE

3.2 REDOHK

W7E % % r ¥ ¥ 70D%E10mg % - & x 70D#¢20mg

il - Y |\ Hf~2 e A LABORE | H~13 L A LHGBOMH

FIRA D DFE§E
BAIFOR %%+ 7 0ODI10 %1%+ 7 0D20
2N )

(o7
NG

[on)
\20/

-

] i —
A (mm) #18.1 #10.1
JEE (mm) #3.5 #14.5
B (mg) #1220 #1440

4. sHEEIIRHE

OBBE. T-HEBEEE. URMBEX. BERE7IXEY U HSE
BICH T2 BEER IS+ HEBESOBERDG. X704/ K
MRRERRSFICH T 2 BEEE+ R EEEOBERINE

*OTFRICHITEIAUIANY 42— - EOUDKREDHEE
BigE. T2EBEE. BMALTY >/ &, Etm ) Rigd
fiE. RPHIBEICHT 3ARKBNEERE. ANVanNysa— -
EoUREER

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 A4 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

[2.221]

TN D 5o

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 ¥

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

IR BRASREIR - SETE | W - falRiR T

NIVE YY) v
(yas v bh)

JVE Y CIERRIE
DYEH RIS 5 5

ARF 0> W43 W I
fEficE vy

[2.22H] ENDD D, V) VIEERIE O A
KTFL, yrvEEY
¥ O E KT
TLUREND D S,

10.2 FREE HRICEETS L)

FH BRARAEIR - $E | W - el T
CYP3A4FHEH KA DMPREAD L7 7 ) 20< 42>
770 ARTA VAT DURENED D Do | & DFFIZ LD AH
b DU EEED ER L

[16.7.1.16.7. 22 H#4] T2 OHEDD B
Iy v TERCEEH DA 2 35 | A 0 '8 1R 53 )

R DU REIED D Do |[TEHICE Y T F
> DRNIK G315 D33
M, YIFT o
MH R DS E59 5
TRETED D B o

AFNTTFXFT

A bZaty—v  |EREA OV & k| AH o 8 BT W

FurxF— Y| T EREED D Lo (TEIC & D IEFCEEH]

EH DI EE DM 3
rI4F=T LUBEED D % o
—gaJF=7
yaF=7

ANVT 4 FE A

IVERYE

CYP3A4TAEH S N AERLIEHI OVEH % 88| AR A OCYP3A4IZ X

% HH Y BN REED D B o | T B EHVHEE IS
PN L0, ERiEROR

[16.7 4] HHEE NS,

B ST AR | ARF o IR EE S| A2 RREE I O CY P3A4

CYP3A4FEH 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. BMER
WROEWERD B SbINDEZ LDHEDT, Blgth 1512470,
AR SN IFG- Z kT 2 74 S A EE 1T 2

1.1 EXLEMER

(GhEEE)

N 2avy, 777147x%2— (WFNLHERY)

11.1.2 AMERKD . \EBWEAE. AMBKKD . [MRED (03
b HEAH)

11.1.3 FHgRERES EEAH)

11.1.4 hBMREIEFRBMABEIE (Toxic Epidermal Necrolysis :
TEN). BREHERIERS (Stevens-JohnsonfEfREE). SHHAL
B (Wb HEAT)

*k11.1.5 BT DY LMGE FHEAH)
RHNOFYFEGIZL Y, QTR &, LUNSE2E) K~
AT LMIERS S bNLEIENH L, T2, KT AT T4
MUE SRR L 72 v o A IIE . K ) 7 2 HUEE 55 O TR
RBEEREIGEDVD L, 2O OEMRE I DE DI DL IERDS
HOEbNEHEICIR, M~ 7Ry AEEOME 2TV, B
FEHRDOONREIE, 7T A OO 4 MLE &
792 &, [8.25H]

(AU anyg— -0l OBREORHE)

11.1.6 BEMXBREOMEEZF>EELKEBR FEARD)
AYIANZF— - ¥ OBEEICHVL TEF T T LK.
7Y ATRYA T Tl BRI O MfE % £ ) B K
W Rnid bbb T DB 5DT, . MEOTHEH S b
NG EIIZE B IS 2RS4 72 S 2 0LE X179 2 &,

A
F

kO




1.2 ZOfOEIER

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

0.1~5% A1
HitE fEfh, THI. PEE O,
EBUAE %95
JiTHisk AST. ALT. AL-P. LDH. y-GTP® -5
Zof PHE, AFERERIE S
ANYanya— .- 0l OBREOHEE)
5%LL I 0.1~5% A1
HibE T (10.6%) BRALE . LI4E, BEERAS L.
NG o e
A 55
JITHi: AST. ALT® }-5-

FH ORI BB I TR BT AR IOV TV, TEF
SUN VAR 5 AT A S Y DIAEG ORI
14. BRAEDZEE
14.1 ZHZABEOEER
14.1.1 PTPREOFHFIIPTPY — b 5B L CHRT 5 X 5
TRE5 52 L, PTPY — bOREKIZE D . TS AT AR
JEAHIA L, Fi2idzdled B2 L CHERRIR 5 0 B 2 A 0HE
HRTLZEND D,
14.1.2 RHNITHE O EIZOE THER 2 M S5 L ET 5720,
K L CIRAWTRETH L, $720 KCTRATAZELTE A,

15. ZDOEE

15.1 ERRR{EACED 153k

15.1.1 AFOEHHGPICBAMEOERY — 7227 & OHAH
Hb

15.1.2 RFOFGAEHN L 2IERZ R T2 EDHHD T,
B TRV L RERD ) Z G T &,

15.1.3 WM B 2B OBIZEWZE T, Ju bRy 74 el
& —\Z X BIIFEIC B CHALERE (S PE O BB 9T FRIET BT,
BHEGPTO ) A 7 BIIAHE ST\ b, 52, BHELEY
(D) OEEEZZ72EET, BIo) 27 3L 72,

15.1.4 MBI 2 FICABRBREZ R E L 2B O BIZ 3
T, 7O YRy TA vy =25 L-EE BT O
ARN)T TN T T4 YN LB EBEGD ) A Y B hnASH
HENTWD,

15.2 FEEERREABR ICE D ( 15%R
T ARDT v N 2AERRRII G AR RIS BT BREH
# (20mg/H) 2B AR 7o 0GR (AUC) & %1%
REOIEE & CH OMBRNSMIEE 25, #3008 CHoE (<
T A) AL E WML (v ) RUHRISSHELLE (T b)
THHBIEE 25580 b T b,

16. FEMENEE
16.1 IMAEE
16.1.1 EMFHIEFMHHER

TR N B 2406112 & 77 % v 70D$E20mg (k7 L CHRIT X1
KTRA) . HBVIEY 7 ¥ 7§20mg OKTIRHE) 2. 71
A =N =T EM A T ISR S L2k, R 75
P OEYBREFHINT A —F IEFTROEBNTHY, ¥ r¥ v
70D (k7 L TIRHISUIKRTIRE) 12, ¥4 Fx 78 (kT
MR &AM FA%EETH - 72,

$72. ¥4/ %+ 70D§20mg & ¥ & F ¥ 7ODFE10mgld v Hi 28
DS L <L WIS L R S,

2% % F7ODEE20mg (k% U THRA) XIE 24 % v 7§£20mg
(K THRHE) %BEROF/EEOEYENESEH/INTA—4

o , OD#¢20mg $£20mg
= - FIE
i w Ok LTHRAD | GRCHR)
Tow (0) 2.0 (1.0, 4.0) | 1.8 (1.0, 3.0)
Coex (ng/mL) 24 0+7.8 25 5+8.1

FIE - H OD#¢20mg $£20mg

3 (k7 L) ORCIRH)

Tz (h) 7.0+0.9 7.1%£0.8
AUCust (ng * h/mL) 202.5+68.0 205.4+67.7

24BN I + R (72720, Tmad P ILfE Gi/MiE, BKAH))

2% 5% 7OD#20mg (K THRA) XiE& 7%+ T8E20mg (K
THRA) ZHERORSEORNEEZN/NT X -4

R OD#E20mg $£20mg

i A kR ke
Tmax (h) 2.0 (1.0, 4.0) 2.0 (1.0, 4.0)

Cmax (ng/mL) 23.3x7.7 25.2+8.6

Tz (h) 7.2%0.9 7.1€1.2
AUCust (ng * h/mL) 218.0x81.8 214.1x75.8

UPIOFHMH + AR (72751 Tuald5fE (R/ME, SAMH))
16.1.2 R{E#HE
TR AN E % % 5 1210mg 13 20mg % 1 H 1E7 0 SRR 3%
G L7z, %GT7THHOKR 7 7% DOAUC ©0-taw N O Crmaxld$%
Hgo#hmzthuiEmL . S s oEinoREIIHkSEtE b
TN L, F720 K2 TP OMAPEED T 7fEix, %
G3HH»B7THHET—ETH Y., ¥ 53HH F CIIEFIRELIC
FELTWLEEZOND, 512, K/ TIFHF L DAUC 0w K
O T2l B3 2 MBI O R S . KERGRHOR, 74
¥ DI BRI BERRAE L R W EE R 5D, HGTHHDOR
) TG OFEYIRESER NG XA —F I TEROEBY) THHY,

10mgR(320mgRIRIR SEEDEMBEELRI/NT X — 2 (REBA
51E)

e G 10mg 20mg
Trmax (h) 1.5 (0.75, 3.0) | 1.5 (0.75, 3.0)
Cmax (ng/mL) 12.0+1.8 23.3£6.6
Tz (h) 7.0x1.6 6.1x1.2
AUC -t (ng * h/mL) 79.5+£16.1 151.6+40.3

BN D H4fil = RE M7 (72721 Twad P9 (M, FKAE))

16.2 ORIR

16.2.1 BEOHE

TERER N % 5 512 20mg % il 20T J 0N A f 1 LR L1 5 L
WD R T T OIEYEREFN ST X — & RO
BUELToLBY)THY ., EYBRBICKIZTEFO iz e
AER SN Do 720,

20mgiEt BT RUBRBERIREHFOEMEEBZN/NTA -2 (#
B ABH)

Bz 5818
W

B -5t AT %
Tuas (h) 1.5 (1.0, 3.0) 3.0 (1.0, 4.0)
Cmax (ng/mlL) 24.3%£6.6 26.8%£9.6
Tz (h) 7.7£1.0 7.7€1.2
AUCo4s (ng - h/mL) 222.1%69.7 238.3+71.1
1261038 £ 1R (72720, Toaddh 9l (BoME, RAfE))
(ng/mL)
404 O—0O #BTEE
00 RS
304
o
Y 20
4
104
0 T T T T T T
0 4 8 12 16 24 36 48

B [ (h)
20mgifi £ F K AR 50 R 2 7T Y O R R
16.3 2%
16.3.1 ZERHEAE
MCIR/ 7% v %0.1~10ug/mLOFFH T v M@ 72
BOERAMGERIT, 85.2~88.0%TH 5 Un vitro) Vs



16.4 X35

16.4.1 K/ 7% igE£ L L TCCYP3A4TRH N, —iF
CYP2B6. CYP2CI9K O'CYP2D6 TR &b, 72, ficlkiz
BEERSULT2A1CTHH SN D (n vitro) 57,

16.4.2 K/ 7 I % 1%, CYP2B6. CYP2C19K% I"\CYP3A4/5124F L
TREBUKAF I 2 BHEVE 27”3 (n vitro) o $720 K 779 Vi,
IR 7 CYPLAZ2FEEEH = b $ 1R $H, CYP2B6K Y
CYP3A4/55FEAEIZIZ L A LR E 2\ (i vitro) 396

16.5 HEtt
AHE R BB M & R R R (R 7o v &L
Tlbmg) %ML L7z &, HFG168MM K E T2, 5
N7 EE D98 . 5% DS IR L O FAHE R ICHRIE S D, 209 5,
67 . 4% R 31. 1% b ~HEE S L 519,

16.6 BRENDERZHFIHEE

16.6.1 BiEEEERE
BEHRGELW#HE (eGFR : 90mL/min/1.73m?LL k). B
(eGFR : 60~89mL/min/1.73m?% . %% (eGFR : 30~
59mL/min/1.73m?) K O EEHEEREE (eGFR @ 15~29mL/
min/1.73m% OH 5 EE. LI EKIEA 4L (ESRD) (eGFR :
15mL/min/1.73m*&ii) BEHZHRISK 7 FH 2 & L T20mg
G LR O EhRE I T T B R R E O LB A MET L 72
RETENR L 72 BERREIC BT, K T DAUC om0 K
UCrmaxld. BE, WEELVEEEREREDOSH 2 BH CIHE
PRREIE & & B L T2 N2 .3~2 45 R O1.2~1 .8fFm < .
BB TSR EEIN L, $72. ESRDAEIZBITHAUC 0
T OCmaxld . BHEBEIER & L L T2 2N 3B RO 28
ELiD, [9 25 H]

16.6.2 FFi%REEERE
JFHEREIEF & . B ONCERE (Child-PughZ 8 A a7 A), HEEE
(Child-Pugh/#8 A 2 7B) K OB EFHERERE (Child-Pughsy
HAaA7C) OBHLEEEMRIR ) TIH 2 & LT20mg% %5
L 72 D SEW B RE 1 M3 3 AP BEIE 5 0 2 & Mead L 724h il ©
Fhti U 72K I C BT R 2 7 Y DAUC 0-inp S O Crmaxbd
TR, RO EEIEEEEDH 5 BE TR S L
Wi L CEnenl. 2~2. 665K U1.2~1 .85 mw1?, [9.32H1]

16.7 EMHEEIEA

16.7.1 K/ 75H >, 502071 L HABOEYENRE
AEEMREEE AR Z R RICIH B ROSHHIZKR , 7FHF L L
TA0mg% FI A0 A ICH A S- L, 3~9HHIZZ ) Au~ A
2 & LT500mg (JJfii) A 1H2[El, W4 &3055 7 AR S
L7zRER DR, K 77 DAUC ©0-inn M U Crmaxldy HAHFR
GEEREL Ty ) Au~ A v r Lk OfHEGECL 665
1. 4f58n4 59, [10.228]

16.7.2 R/ F7ZH > FEXI DU KPRy S 207 A
o U GHRBOEYENRE
EFERABEESRIZAR ) 77 L L C20mg. 7EXFT )
YK E LC750mg (Jiffi) X7 ) A0~ e LT
400mg (Jfili) 3% % FEIZIH 200, 7H GRS L7258
DR TEXF T V) VRZAVEOIEW TR LT TR EITR
SN oo, 3FBEHESGICLD R 799 DOAUC 012
BV CrmaxTZ NN SEROT.OEIML., 25 ) A0~ 1
VREAERDAUC 0120 B U CrmaxlE ZL-EL 565 K U1 . 66538
5%, [10.25H]

16.7.3 R/ TV, BAETAEUEKR/ T35, FEX
T 04 NERRERGRRFOEYENE
BHREBABEEHRIZKR ) 77 240mg. 7 AE ) »100mg
XIFFEAT oA FEREEE (X 70727 M) 74
60mg. Y7 a7 xF 27+ b)Y A25mgit AT FTH A10mg)
S LR oER, K 795 oY ERE I KITT
BHET7 A1) v dIEA T a4 FUERAREEOFBE, LUK

R 7 A Y UTIEAT U A FEFEESE O EIREIC K3

TR TIHFVORBIIONT, WINOHL LRI

Wi o729,

16.7.4 R/ T75H > 347 LGHRABOEYENE
ALEMEE N 2 W RICITH B R O9H HIZ I T 42mg% HiAl
OGS L, 2~10HHIZAR Y 79 & LC20mg% 1 H2[A X
ERO%G L2 B0, 24T 2L DAUC - M P Cmaxld
B SR L W L CR 2 799 2 L OBEHERC WD 1. 9f%
B3 519, [10.258]

16.7.5 &BEFHNEMERERETIVICEBEIaL—Ya> (U
TP EYL TTFELCY)
R 7T L LT10, 20, 40mg# HHH 5313 10mgx 1 H 1,
20mg7z 1H 1M L < k2, 7HRBAERO%S- L. V77 v ¥
2 600mgx IH1RGERAES- Lz & T, R 75 2 DAUCh
1378 ~81%M T\ ConaxlZ71% X720 T 35 & & 3HEE S N7z,
R T L LT10. 20, 40mg# HEF5 L 1E10mgx1H1
A, 20mg# 1H1EZE L {12, 7HMEROES L, =77
YL rv600mgz lHIMGEHKG Lz & T, KT I
DAUCuuld54%E T\ CrmaxlZ44~46% KT+ 5 Z L 2 HEE SN
7217, [10.22H]

17. BRERFRIE
171 FHIHEROCREMICEAT 555
(Bigg. +—HEHEaES
17.1.1 BN IHEE (CESRILEHER)
HEE. TSR T RIS R T I 20mg LT
T T = V30mgx 1 H 1R ASHEM (His) MORA6HE
B (F RS RIS L 2o EEERIE TR &
B THY, BEEEEZHIRE LZRBTIE, SV TSI —
VRIS 2R 759 VOIS ED RO S5, + 2R
g EE e R e LABBRTIE, 9V 79y —VBICHT
BRI T I BHOIESIEIIFRD SNk o 721819,

BEBERU+HERAEDRRE

AL KT 20mg | IV 7T —)L30mg
93.5% (216/2314) 93.8% (211/225f)
I -0.3% [—4.750%, 4.208%] "

p=0.0011"%2
95.5% (170/178B1) | 98.3% (177/180f1)
—-2.8% [—6.400%, 0.745%] *
p=0.0654"

A

() XEEE Y R
D) BGRR[0 ] (T RI95% 15 X
2) AR A 8% & L7z, Farrington and ManninglZ X % JELHTEHE
TE3) HARSEZ6%E L7z, Farrington and Manning|Z & % JEZMEHE
BEGET 25 e LBBRORIEHEBEILR ) 77§~
HETI26.6% (16/24481) Th o7z T EIVER L. M (BH1).
TH () ROEES DV YE (18)) Thotz,
T/, TR R E A S L LB RIEH S X
R T I HETIX9.3% (17/18301) TH -7z EREIEMIX.
T (3fF) K OMERE (161) Th o7z,

(R RE )

17.1.2 ENETEHEE (CEFRLEERHEHER)
W REREE LRI, K T7HF 2 20mgliE7 >V 77
V= )V30mg % 1 H 1[al i R8HE M #E 1% G- L 7z IR D 5-4:8 £ T OF
QKT CORMRIITROL BN TH Y, 58K T TOIHME
RIZOWTT YV T I = VBT R 77 F VoS
WDRBO NI T2 K TITH UV BEORLGAARZ T TOWRE
R T2V T TV VHORTRNE T TOHEROAED FHEE
il (FIEI9S%ASHEX ) 13£1.1% (-2.702~4.918%) TH - 7%,



WRMERER OARE RIVEHZEBUHEE (L, R 2 7' 7 VHETIE10.4% (21/202680) Td -

TS | £/ 75 20mg | 5>V T 57— L3mg Feo ERBWEMIE. MR 260, TH B RUMASkES (4
L 96.6% (198/205%1) 92.5% (184/199%1) B Thoto
4.1% [=0.308%, 8.554%] ™ 17.1.6 EASLARR (RERRAKSHR)
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H2) FERFUMEZ10%E L7z, Farrington and ManninglZ X % IEMHME
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18. EeExhIRIP
18.1 fEF¥F
R TITHF NI LB EEAE LI LT, WS THY Y
A F AN N TH, K-ATPase# fHES 5, K/ 7
T SRR AR < BERII O BR A BT 1 R BEIIBRAT L C
HERAE R A 019 5o HLE LB OGS LT, R
ST ERGIFEER 2R T, R T T EHAY an
75— Eu)FEERTANY) anNs sy — a7 -l
EHPEILR S 2P,
18.2 BERIMHIERA
R ABEICB VT, K779 2 10mgXid20mgD7 H [ K
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19. B2 ICET 2 EEZHIFR

#ﬂy’t% : -F/ 75 7 < )V (Vonoprazan Fumarate) (JAN)
2744+ 1-[5-(2-Fluorophenyl)-1
yrrol 3- yl] -/N-methylmethanamine monofumarate

4313 1 CirHisFN3O2S - C4HaO
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*23. EEXH

1) K779 OFEYBREHFAO HNEH)

2) R T 7F > oAER RS SR RNERD

3) R T T OFEWHEERBEAD (5 7 F v 7HE20144°12
H26H7&G2 : CTD 2.7.6.4)

4) R TIH L OIEYHREABULAG (& 7 F v 7HE20144F12
H26H7%FE - CTD 2.7.6.1)

5) R/ 77 OFEWHEERBEAD (5 7 F v 752014412
H26HKFE - CTD 2.6.4.4)

6) K/ 77 OFEWHEREE (5 7 F v 752014412
H26H G2 : CTD 2.6.4.5)

7) R T T OFEWHEERBEAEG (5 7 F v 752014412
H26H G2 : CTD 2.6.4.5)

8) R/ 7T OIEMHEERBEAD (& 7 F v 7HE20144°12
H26H7&FE - CTD 2.6.4.5)
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KT 7H 0 OFEWEERGHAAO® (¥ 7 F v 752014412
H26H&GE : CTD 2.6.4.5)

KT 7Y OFEWEERGHAAD (¥ 7 F v 752014412
H26H7&GE : CTD 2.7.6.6)

KT 7Y OFEWEERGAAO (¥ 7 F v 752014412
H26H&GE : CTD 2.7.6.10)

KT 7H 0 OFEWEERGUAQ (¥ 7 F v 752014412
H26H&GE : CTD 2.7.6.9)

KT 7H 0 OFEWEERGNAAQ (¥ 7 F v 752014412
H26H&GE : CTD 2.7.6.13)

KT 7H 0 OFEWEERGAAB (¥ 7 F v 752014412
H26H&GE : CTD 2.7.6.12)

KT 7H 0 OFEWEERGNAAG (¥ 7 F v 752014412
H26H&GE : CTD 2.7.6.11)

KT 7% OFEWEERGAHAG FHENEF)
K779 OFEWEERGAHO FHNEF)

KT FH L ORI (57 % v 7$E20144:12 1 26
H#&E : CTD 2.7.6.17)

KT FH L ORI D (57 F v 7$E20144:12 1 26
H#A&E : CTD 2.7.6.18)

KT FH L ORRBEAES (57 F v 7$E20144:12 1 26
H#&GE : CTD 2.7.6.15)

KT FH L ORRRBREAED (57 F v 7$E20144:12 1 26
H7&E : CTD 2.7.6.22)

KT I7H L OBRRRBREAEE (57 % v 7$E20144:12 1 26
H7&GE : CTD 2.7.6.16)

KT FH L ORRRBEAEOG (57 F v 7$E20144:12 1 26
H#&GE : CTD 2.7.6.20)

KT F7H L ORRBEAED (57 % v 7$E20144:12 1 26
H#&E : CTD 2.7.6.23)

KT WL ORRRBEAES® (57 F v 7$E20144:12 1 26
H7#&E : CTD 2.7.6.21)

KT F7H L ORRRBEAED (57 % v 7$E20144:12 1 26
H&FE : CTD 2.7.6.24)

KT FH L ORI (57 F v 7$E20144:12 1 26
H#A&GE : CTD 2.7.6.19)

K7W OFEHRBEAL (57 F v 7H20144E12H 26 H
K% CTD 2.6.2.6)
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