% %2024 4 5 AT (B 3 )
*2023 42 7 HUGT

TV T EAFTUEEMT >y RTay —

RTiE - ERORAT
AR - 3 47

e o
ITFP

— S hVRTA e Y ——
R TSHL I )LEEEORNRIESE

Takecab® OD Tablets 10mg & 20mg

BRI Sy « ALy E R ™

) EE-EMEOMFZICI VT L

A AEEUERE i oy FE R
872329
[/]
. OD#E10mg
[/]
. OD%E 20mg
0D #i 10mg 0D & 20mg
TR 30400AMX00165 30400AMX00166
*|  HARFEBHLA 2023 47 A 2023 4F 7 A

2. B2 (ROBHIZFI/ELLZWNI &)

2.1 RBNDRGTIZ R UIABUE DB IED & 2 B3

2.2 THEYFUEAREE, Vv SEEgEE RSO BE
[10. 1]

3. fARK - MHIK
3.1 #8mk
i onea X 47 % % 7 0DEE1Omg X 47 % % 7 0DHE20mg
BRES  |18ETP 15
R TIF T~ VIR ) 7T 7~ Vg
13. 36mg 26. 72mg
(R 7 ZF L LTlomg) | (R 7 FH & L T20mg)

AN D-~vr= b=, #EfErr—2 HHKFY, 7 nm
ARE R EKEREE RaXo 7ot —A,
Ny eTmAun—R MKI7T U AL AR
TNV~ 7R T L, BT Z 2 BEEKT A
fe, ansig, TUoEATAFIALALZ Y L—]ha
RY)~—, Z=NVBATTINLF NI OL, TERL
TP LB TN TANNTF—A (-7 ==V T T=
L&), FUTRF, TAE—F MU A FE

3.2 HEDHK

544 X7 % % 7 0DEE1Omg X7 % % 7 0DEE20mg

B A (B~ ZEAPAADOR|AA~IZEALEHAD
7 IERRA O DOFEEE

HIR R X% X7 0D10 X% X7 0D20

k| . (o
£+7' =D

Fifi GB’ %%%

1l i 1

EA (mm) #98. 1 #910.1
JEE (mm) #93.5 #94.5
BHE (mg) #9220 #9440

4. HEEXITHR
OBEE. T—ialmaEE. BRMEER, BAE7RAEY Vik5H
2B+ 2 BESEXIT+ZIEHEEEOBRING. EXTO4 Fik
MAEERGRHFICE T 5 BEEXIE+Z1EHEES OB R
OTFRIZEIFEAYaNYE— - EONY DOBREDHHEN

BiEE. TZIEEES. BVALTY /&, R m/MRB DL
bR, REIBRICKNT HRBRRAVEERERE. A) a3y 42— E
Oy RS

5. MREXIIHRICEES SR

(BAET7RE) VESHICET5BEEXIE+EHEEOER
i

5.1 1ffe « EOERIH OT-DILAREDOT A Y v &k 5
LTWHREEZREGGE L, F5IRMICE LT 5mE s+
RS OB AR T H 2 &,

GEXT704 FHERREEREHICHT5BEEXIE+216HES
DEFEAIH]D

5.2 BV v~F, BEHEREEESICRT 2R EHEDT-DIZIE
AT a4 RHERRIEIR 2 Rk G L QW 2 B 2 G505 b
L., B HBARICES LTk, BIEE U+ IR OB 2 ek
HZ &,

(NYanys—- En OBREOMERD

5.3 HATHIBMALTY >/ EICKT 5~ any &2 — - vr U REE
RO IETHENL L TR0,

5.4 FEFEMEM/ B PESEBERR IO LTI, A KT A1 V55 BIR
Lo~ any Z—-vn Y RETRREANED) &k S 5o
HREIRREITO Z &

5.5 FHIEEIC R 2 NBBRTER % H LML, ~ U a3y & —.
vr U BRETRHRIC L D B OFIEISN 3 5 A 2h ML L T
[AYA4AN

56 ~Vanryy—. oV REEERICHNDERICIE, ~Y any
F—-tnl 73\%@1?@7 2 EROWHEEERAEIZ L Y a3
Z—n VERERTHDL I EEHRETH L

6. AERUVAE
ﬁﬁ% +Z1EEES)

WHE L AR 7 7P b LClE20mg % 1 H AR O #%5-9 5,
ks, W, BIEE CIISHEM E T, RS CIeEM £ To
el 35,

GERMERER)

W RAICIZAR , 7Y & LClm20mg % 1 B 1E#E 0535,
B, EEAEME CORLE L, REATHSOLEIISEME T
WETHZLENTE D,

I HIT, FRE - PR ARV R HME R E R ORERFEIEIZ BT
i, 1ENOmgZ 1 HIEREOFG59508, SRR+ OEAE, 1E
20mgZ 1H1EE O H9 25 Z LR TE 5.

(BAET7RE) VESHICEIT5BEEXIT+H_EHEEEOER
D
WE RAICIER , 75 YL LClE0mgZ 1 B 1ERR A #5945,

(EX 704 FERREERERHICET2BEBRIE+EHBES
DEFEAFD
W AR, I L LClallong 1 B 1RO #5345,

(ANYanygs—- EnY OBREOMED
WHE, AR 77 & LClE20mg, 7EF T2 U VKR
W& LC1a750mg () X7 U Ar~A > & LT1E[200mg



() O3FzFRFCIA2E, TRRBARKEST 2, Rk, 7Y
An~vA vk, BEISUCHEEET 22 ENTE S, 22
L. 1[E400mg (Fiffi) 1H2[E% FRET 25,

Ta bRy TAL e — TEXVVY VKRR T
An<A U DIFEIZ L DAY ay Z— - v'n U ORREIRHR
DRI DOEA L. TSRO DIEHE LT, i, lRAIZIEAR /
FZH L LTE20mg, TEF VY KR E L CLET750mg
Uili) BZOVA ba =4 —) & LT1E250mgD 35| % [EFZ1 H2
|, 7THEEAEST 5,

8. EELEANIE

(hgELE)

8.1 AFIOEMELICH Tz -> TiE, EHICHNRSIRE 2 EiET 5
REBERAETI L,

(GERERER)

8.2 MEFFEIRICRWTIE, B - BRAR KT RE IS LGS
52kl L, AKHEFRRRIEO LD IR WBEICE ST 5 2 Lol
WEIOIBET D Z &, BARREN RIS T2 0 k9 2 5EF T, 7
eI D IBEAN TR & S D A 1315 20mg 7> 5 1[E]10mg ~D
BRI IEE ZEET D L,

9. FENERZAYTHBEHICHT IR
9.2 BHEEREESE

AR OPEMDIIET 2 Z LI XV MHRER LR 22 &R H D,

[16. 6. 1ZM]
9.3 HFigReEERE
AANDORG, PEMANBIES S Z L2k 0 i pREN L5 2L
BB, [16.6.22M]]
9.5 3¥i%
IR SR U QW 2 ATREME O & B LI ITIBIR EO A ik G
Btk % _EE5 &l S A SRS OB G35 Z L, BBk (5
v b)) IZBWT, KEERAE omg/R) BT 2R 7FH
OMETEE (AUC) ORI2SEA R Z DIRHRE T, RVMRER QN HE
O, FAFREF (IMREK RORE) | WO (5
PR E PR R K O FTEIARE AR E) AR I TN D,
9.6 {2307
TBIR EOBRMER ORISR BOA L BB L, ZILOMKE T
HFIEEBREHT 5 2 & BB (7 v b) TP ~BITT L2 &

PESNTND,
9.7 INRF

ANRRERE A S & U TR PREIBRIE T2 L CTuhren,
9.8 SE

— MUl IR, ERRE S O BBEREAME T L TV D,
10. #8EEH

AANTE & LTSRS CHEERCYPIAL T S v, —HBCYP2B6,
CYP2C19 K UCYP2D6 TR S5, F 7. AANTIF CYPSAABRESE

10.2 HtAER BHRAICEET S L)

%) %k

11.

1

A4 % BRPRAER - REE TR | B - fERRIA T
CYP3A4RA A AFOMPREN L7 T ) Aa~f v
77V AR VHET LA REMD H| L OPFHIC X D AA
N 2o DI PRER ES L

[16.7.1,16.7. 28] T L OWERD D,
&MY FERLHEAN O 1 F & 38| A 00 ' 1 oy s B )
AFNvIXTY RT DA RN H|ERICZY VI
% > DRI 53 R D3P0
Eh, VIR0
M EEN LR 2

AIREER B D,

A4 Fary—
Fuvrxt—Ei
I

T 4F=T

—aF=7

e F=7
FNT 4 FENAY
IV

JEFREEA DA & 0
599 5 Al EME A &
Do

AT D B W53 Us B
TERNC & 0 fe R 5
O PR E MR TS
LRt D 5,

CYP3A4 T & 5 | ZE L EEA O & 88| A4 0D CYP3A4IZ 56 4

FFH W9 AIHEME S B | B IV ELEEMIC &
IHEVT LK 2, UINWEERE S 1o¥ v}

[16.7. 45 ] NEESND,

N ST TR D AR D i R AR | 22 B A D CYP3A4 (T

CYP3AAFHE A 9% AREME 2N | kT D EEEMIC &

V7yrevy
Ty L

[16.7. 55 /]

%,

0. AFIORH A
HEESh 2 EES S
%

o

2l1EA

WOBWERRH oD Z L3 D DT BEZ+/3ITATV, JH
DBIRD LNTGE TG 2 IS 572 EREO R LEEZITS 2 &

1 BEXLEIER

(FhredE)
N1 2avy, 7H745F 90— (TR OHEERH)
11.1.2 SRmERiEA . BMEMERE, BMERED. W/MRRDS (WTh

b BEA)

11.1.3 FFHEEERES (BEIEEARHT)
11.1. 4 PEURRIFIEFARAE (Toxic Epidermal Necrolysis:TEN).
R IEHEIEARFEIR R (Stevens—JohnsonfEIRES) . ZTAIBE (WL h

BAHEH)

(ANYanNga— - O OREOMEED
11.1.5 BEERBXAEONEEZES EELAEGR BEAH)

MEfT %,

AFNO BERWHIHIEINC L0 o GRS O W 2 LS 3HnH]

I ATREMED B %,

10.1 BAZE BRALAGWLI L)

S5 MRARAEAR « FFETIE | BT - faRRIA T
T EYFEAREE |7 2 ) eV BRI A 0 BRG]
(VAT H YY) DIEM 2R+ 2B (EANC L0 7 & ¥
(2. 25/] TNRH 5, E /Ui B H 0D R A

U el Rt

(=¥27 2 h) DOERZRBETH B MERICLY Y rEee

[2. 25 17] EThhd b, U VSRR O W3
KFTL, Yrerl
> DI FPREEDMRTE
THAREMED B B,

VLv el R

METFL, 7H9F
EL O i FR R EE DM
TT 5 REEMERH D,
AFN D B 1 53 WA il

A~ anyZ—-enl) OREICHNSTEXRT Y LK, 7
TV A< A T, BIEERIBREOMAEZ > BERKE
RIRBHLOND Z LBHBHOT, IR, B0 RN S S b8
AITE IG5 T LT 572 iU EE1T O 2 &,

11.2 20t EIER

(BEE. T-EHEES. ¥RMREX. BRAE7XE) Vik5HIC
BT EBEEXIT+ZIEHEEEOBRIG. EXTO4 PRk
EERSHICEIT 2 BEEXIT+ ZI5HERE OB FEIH)D

0. 1~5%Ai

THIb# ff, T, IEEIZRRL, R

T HEUE B2

Tl AST, ALT, AL-P, LDH, v -GTP® L&
Z Dt TPIE, AFmRBRHNZ

(AYanygs2— - E0) OREOMED
5%LAE
T (10. 6%)

0. 1~5%Ai
BREFLE . OPNZE, MEEAPLR,
RHlAT R

M s




5%L4 0. 1~5%ATri

I HELE KI5
JF e AST, ALT® L5

Fh OB FRIT B T - ARGIRC B 2R ) FI VT~ Vi, TEX Y
U KRR T Y An A 2 D3I OB S <
14, ERALDEE
14.1 BEHIABOEE
14.1.1 PIPAEEDIRANIPTP Y — M OHY L CIRAS 2 L D 48
WY 5 &, PIPY— FORKIZ LY | BEOEA EA AEREIE~)
AL, BT AT L CHERIRE S O BE R A OHEL DFE T
HTEWDHD,
14.1.2 ARFNLED LW THERZRE S5 & T 5720, K
L CIRHIFIRE TH D, Eo, KTRATHZEHTE D,

15. ZDOMDEFE

15.1 EERREAICE D < 1B

15.1.1 AANOEMEGHICEREOT R Y — 7 2807 & OHEN
5,

15.1.2 RO ENEREIC L DIERERBMT 5 Z L R3H 50T, &
PHECRNZ EEHERD D 2 BETH L,

15.1.3 MM BT 2 OBEME T, Tr bR T A e X
—Z X BRI W CTBHIERIE IS S BB, FRIEVE T, 7
HEBAT O U 2 7 BN HE STV 5, B, SRR ORI
(IFELL 1) DIFFRE =T T2EBE T, B0 27 38l iz,

15.1. 4 SN BT 5 EICABBE & xtg & Lo o BIENIE T,
Ta bR T e B — 2R LEBRFICBW T2 A MY
VUL T 4T 4 ML D EIBEGEO ) R 7 IS ST
W5,

15.2 JEBRERERERICE D < 1EHR
~ U ARKOT v F2AERIE OGS AFERER I Z IRV T BE A E
(20mg/ B) IZBIT DR 7TV DGR (AUC) & SEFREE DR
FE B CH ORI IESE Y, KI30015 THORIE (= R) A3,
o, KBELLE (v R) RUKISSELLE (T N) CHFRIES;
DREH LTS,

16. FE¥EpsE
16.1 murpiEeE
16. 1.1 £YZrRESF MR
RRERR N B 24011 & 47 3 % 7 0DEE20mg (k72 L CARA XIEAK T
RA). HDHVNEZ 7% v 78220mg OKCTIRA) %2, 7 B 24—
—EIC TR FICHER OIS LR, R 775 o3k
BRI R T A—H I TROL B THO |, ¥ 7% ¥ 70DE (k72
U CRASIIAKRTIRA) 1%, # 7 x v 78 OKCRA) &40+
WZRAIZETH o7,
Fio. X%y T 0DEE20mg & H & X ¥ 7 ODEE 10mg IV HH 2R B A3 4
UL Bl L sz,

B 7% v J0DEE20mg (Uk7%: L THRAR) XIE4 7 F v JT§E20mg (kT
RA) ZEERORSFHROEDNESEFM/NSA—4F

Fg - A OD#E20mg $E20mg
(k72 LCHRAD) OKChRAD
Thax (h) 2.0 (1.0, 4.0) 1.8 (1.0, 3.0)

Cuax (ng/mL) 24.0+7.8 25.5+8. 1
Tiz (h) 7.0£0.9 7.1+0.8
AUCs¢ (ng * h/mL) 202.5+68. 0 205. 4+67. 7

24O TFIME LIRS (Fo72 L, Tand TP /M, SAAE))

B 47 % v J0DEE20meg (K THRAR) XIF % 7+ T §220mg GK THARA)
FHERORSHOEMEEZ/ S A—4

OD#E20mg ££20mg
=« K
JHRL - TR OKCHRA) OKCHRA)
Thax (h) 2.0 (1.0, 4.0) 2.0 (1.0, 4.0)
Crax (ng/mL) 23.3%7.7 25.2+8.6

OD$£20m $E20m

I - A & ¢
OKCHRAD K CHRA)

Ty (h) 7.240.9 7.1%+1.2
AUCp (ng + h/mL) 218.0+81.8 214.1+75.8

24BN DI L AFHER S (7272 UL Taad TSR (R MiE, KA )
16.1.2 REHRE

R N B PE & %8212 10mg % 20mg % 1 B 1[E17 B B SE % 0 3% 5
LB, BETAHDOR ) 7T Y U DAUC (oiay K OCal TG ED
HAMCAENEIN L, 26 OO 3% 582 b b
F%, 7=, X/ FIZFrofhgED b7 7%, #5308 B2
HDTHAEC—ETHY, HE53HHEETICERIREIGELTWD
EBEZDOND, IBIT, R TTHDAC oy KO 0ZBIT 5
HERMERHEIOR R O . KEBGREOR 7 7 Z v Iy
RFRETFEIS VW e B2 bd, BETRBOR ) 77 03y
BIEEM T A= I TFRO LB THHY,

10mg X [320mg RE 1% SHEDEMENREL B/ NS A — 5 (BFEEFKASM)

Beh& 10mg 20mg
Toax (h) 1.5 (0.75, 3.0) | 1.5 (0.75, 3.0)
Coax (ng/mL) 12.0+1.8 23.3+6.6
Ty (h) 7.0+1.6 6.1+1.2
AUC (0t (ng * h/mL) 79.5+16. 1 151. 6+40. 3

IFUD T TS (7272 L Tl AHIRAE VRS, KA
16.2 R4
16.2.1 BEOFE

BERERR A TV & X512 20mg 2 A R T R OV AR (T HEIRR Pt 5 L 7
DR ) 77 OIRYBMEFRI N T A — 2 RO R
LTOLB) ThY, EYBBICKITTAFOREIT LA LS
bhiehor?,

0mgiE B T RUBRERRSHOEMEEFE/NS A—42 (BE
BABH)

#5454 Mo T "%
Tuax (h) 1.5 (1.0, 3.0) | 3.0 (1.0, 4.0)
Crax (ng/mL) 24.3+6.6 26.8+9.6
T (h) 7.7£1.0 7.7+1.2
AUCous (ng * h/mL) 222.1£69. 7 238.3+71.1

2B DR AR RS (7272 L Tl I (R ME, KD )
(ng/mL)

a0 0—0 BETHS
-0 a5
30_
n
& 20
E
10
S04 8 12 16 24 36 48
)

20mgifa e T M VBB HEIER G OR ) 77 5 2 O M EHER

16.3 f

16.3.1 EAEAE
[MCIAR /) 7 ZH v %0.1~10 p g/mLOFHPHT & MIFEITIRINL 72
DR s A221%, 85.2~88. 0% T b (in vitro) ¥,

16.4 135

16.4.1 R 7FF7HF 03T & LTCYP3MTRE &, —H#FCYP2B6,
CYP2C19 L OCYP2D6 TR S D, F e, BRI EEARSULT2A1 T
R#tshns (in vitro) »9,

16.4.2 A 7 FH 0%, CYP2B6, CYP2C19K% UACYP3A4/51Z 5%t L TR
BUEFR 72 EVER 27~ (in vitro), £7=. R 7T 03,
AR AT A 72 CYPLA2FB L AE H & o 3 I /R 9723, CYP2B6 & Y
CYP3A4/5RBEAEITIT & A ETRE 2R\ (in vitro) 7Y,



16.5 ittt

SMEL e N BV % G IR AR (R FZ e LT
16mg) ZRRAHLG L7z & &, #E168ME#% £ Clo, &GSk
STRED98. B%HN IR K U IZ Rt S LD, ZD 9 B 67. 4% RH
A~ 3L ASDEFER AP S DY,

16.6 HEDEREHT HEE

16.6.1 BHaEEEEE

EHEREIETE# (eGFR : 90mL/min/1. 73m*LA F) | #8J% (eGFR : 60~
89mL/min/1. 73m%) . 5 (eGFR : 30~59ml/min/1. 73m%) KOV E
mwﬁﬁi(wm:w~wmmmﬂjm%@&é%ﬁ\ﬁwuk
IR 4 (ESRD) (eGFR : 15mL/min/1473nFﬂ€ﬁﬁ) BH T HEUT
TTW L LT 20mg % b U OSBRI 1T R AE ﬁ?.
DL R UTANECEM L2 FRRBRICB N T, R 7T
Y DAUC (o-inp) B UCrachdy BREE, WSS N OV BEB AR RERE D &b 5
BETIIEBELRE &L TENENL 3~2. 4F K. 2~
8fFm <. BB FICthvEinL, F7z, ESRDBEFIZHBIT D
AUC (o-inf) M UCrael . BEHEREIE R & & LB L CENENL 3E LY
1. 2%—:’.‘1/\10) [9 25"%%]

16.6.2 FFHaEfESEE

FFESRE I3 &, W ONCHRE (Child-Pughy¥HA 2 7A), FR&EJEE
(Child-Pughf3¥HA 2 7B) K& UVa B A RERR 3 (Child- Pugh"iﬂ;&
a7C) DHHBEERBITR ) FT7W & LT 20mgm S L7z
DIRYBNREIT B\ E T HTFHEREREE DB & Wit L 724 E CEM L7
FEARTBRIZISN T, R T T DAUC (ginr) e Ol B, o
S R OV FEATHERERSE D & % BB TN REIE ##& & Hlk L T
FIENL 2~2. 6f5 K V. 2~1. 8fFm Y, [9. 3B ]

16.7 MR E/ER

16.7.1 R/ FSH2, 95U RATA L U4REBOENBEE

S EMREE R A S Z RS B R U8 H BIZAR , 7 I LT
40mg Z FIR30ICH L L, 3~9HHIZZ 7 ) A~ T
& LT500mg (Jifi) Z1H2[E], 814 &304 A0 K E# G L 7= 35k
DFER, R 7T F L DAUC (g-ing) BV Cranl Ty BB B & LE#E L
T ZVAr=A v DR GRECL 6% & O 4fFH#m4
512, [10. 28]

16.7.2 R/ TSH 2 FEXFIODU VKPRV S ) AATAL S
VG RRE D EYENEE

TEEERR A BIVEZ RTRICAR ) 7T L LC20mg, TEFT VIV
K & LT750mg (Jifili) KON TV Au~A & LT400mg
Oil) o3FZ RN LA 208, 78 FPFHES LI BRosE R, 7
EX VY URBEOMEREI KT TR A L VWb D
D, 3FPFRABGIC L W R ) 7T P DAC (19 M UCoud TFNE N
L8EROLOEHINL, 7 T VU R <A ¥V RERDAUC o1 K
VCou TEIVEIUL 515 M N 65853519, [10. 22 1H4]

16.7.3 R/ FSH v, BAE7AEYUXIFIKR/, TSH, EXT
O R RIS G AR DO Y EhEE

ERERS AR PEZ RTRICR ) 75 % 2 40mg, T A E Y > 100mg XILFE
2T uA RMERRER (nxy a7 =22F U U Ah60mg, 7 1
TxF I F bY U Lng I A B XA Ll0mg) EHFAEE L
REBROFER, R 77V ORYEREICLIFTIERAET ALY
MIFIERAT v A MERRIEROFE, KOMEARET A8 XL
JFEAT A REPIRIEEOIEMYBREIZ LT TR ) 7T o
IZOWT, TR S REEITIR ShRn-o 721,

16.7.4 R/ TFSH 2. 24V S LGRABOENSE

SRERRE RN 26 RICTH B RO9H BIZ &Y' T A2ng % Bilalfk
A#5- L, 2~100 BIZR 7T P & LC20mg% 1 H2E RO
PG LI=RBROFE R, 4V T DDAUC (inp) M OCpand . BHIFE 5
ML bl U TR 7TV L OPFARRCOTIR G L 9N 519,
[10. 2]

* % 16.7.5 AEPHEYEERETIVICLE VI aL—var (UT7

vEVY, IT7FELYY)

R FTH L LTI0, 20, 40mgZ H[EH 5% 10mgZ 1 H 1[E],
20mgA 1 A 1[EFE L <id2mEl, THRRERAEG L, V77 ey
> 600mgZ 1 H1EIPEAHEE S L7 L & T, R 7 7P U DACLIXTS
~BIHE T, Cond TTIULT2WE T35 2 EBHEE ST,

R 7FH L LTI0, 20, 40mg% HiEEEH- i 10mg% 1 H 1[E],
20mgZ 1 H 1A L <id2lE, THRKEROFEEL, =7 7L
Y600mgZ 1 H1AIPEAEE S L& & T, R 7T P 2 DAUC,1E54%
KT, ConlT44~A6%E 9% = & DSHEE S 7219, [10. 2587]

17. ERRRAE
171%%&&0?@&F%?6ﬁﬁ

ﬁ /E% + ?Elﬁ’/i/ﬁ%)

17.1.1 ERFEIAERER (CETREEGEER)

BEE., +ZHEBEREEE 2 XU R 77 20mg it 7 v Y
77—/ 30mg % 1 A 1RSI (HIEE) K OMeReMM (+=
TR WOIRE LR OB BRNERRII TRO L BV THY |
HIEEEE LR L LRI, 7Y 77— ABECxT 5
R F TP UREOIELPERTRD DTS, IR R & X
Gl LERBRTIE, 7Y 7T AR T DR ) TTFURE
DIFFHPETRD D Iaho 211,

BEBRUTZIEEmEBOARE
PR R 7 5% 20ng Z Y75 —130mg
93.5% (216/2314) 93.8% (211/225%)
—0.3% [—4.750% 4.208%] !
p=0. 0011
95.5% (170/1784) 98. 3% (177/180%)
+ R —2.8% [—6.400% 0.745%] D
p=0. 0654

St

HiE

() iRy T

D BHRERZE, [ ] (X seE =

H2) FRBIEZ8%E L7z, Farrington and Manning|Z & 2 3L HERE
13) HFARRIMEZ6%E L7z, Farrington and Manning|Z & 2 3L HERE

EIEEBE 2355 & LIcRBRORIERRBUEE LR ) 77V B
TIE6. 6% (16/24441) Th o7z, HREWERIZ. (884 (56 . FHi
(1) FOEE D P (1) ThoT-.

F7o, +TRBIEBBRE E 3G & Ui B EIVE RSB 1R
J 7T URETI. 3% (17/18361) Th o7z, EAeRIERIEL. FHI
(3f) K OMERE (161) ThHo7z,

(ERERER)
17.1.2 ERFEIEFR (CEERLEERR

WA ERBE ZXRRIC, R T TP 20mgixT7 v FF7Y
—/L30mg % 1 H 1[alf K83l M#E O 5 L 7= e D e 5438 1% K U8
BETOHRBRIITEOLBY Th o, HL58H% E TOBRFERIC
DNWTT YT T —NBHIKIT BHR ) 77 RO IEL DR
oz, o, R T IV UBOR G4BT TORERET v
VTS — VO E8A% E TORMBERDED SHEEM (W
OS%EHEX ) 131, 1% (-2. 702~4.918%) T 7219,

BREREROEEE

BeH R R 7 Z Y 20mg 7T —130mg
. 96. 6% (198/205451) 92. 5% (184/199f)
418 .

4.1% [—0.308%, 8.554%]
99. 0% (203/20545) 95. 5% (190/199%)

81 14 3.5% [0.362%, 6.732%] &V

p<<0. 00012

() IR I
TED BRI [ ) (X miflos(EHp i
1£2) FABRAMEZ10%& L7z, Farrington and ManninglZ X 2 IEMERE

BIVERRBBEL IR ) 77 5 B TIE6. 8% (14/207#1) TH o7z,
TR ERIE, IR GF) . R F) ., BN UFiE (1
Bl) R OUEEERESEM (161)) Tho7z,

(ERIERE X DHIEFRE)
17.1.3 ERFEIEHR (RERERAREGHR)

ERCI7. L 2B TIE AR S, BRI E e T LI /B Aokt
BT, EBITAR/ 7T F 2 10mg X 1F20mg % 1 H 1RG4 - L 72
BEDFFFEEIE, 10mghECI. 4% (14/149%1) . 20mghET9. 0% (13/145
i) T,



BIVERFEBMERE IR 2 77T B 10mglETIE9. 7% (15/1654%1) . A/
7T 20mglETI16. 6% (25/15141) Th-o7-, FEREWERIL.
HARY —F (R FZH 2 10mglE L, R 75 W 20mgBEs3fl) &
OFFHSRERARE (R 7T 20mghE3fl) Th 7=,

17.1.4 ERNE AR (ZETHREERER)

R T TP 20mgZ 1B 1R KSHEBREOREGET 2 LiIckvik
i &CHIE SN RIE R O BT EXIRIT, I DITHERPRIE L
LTAR 7 ZH v 10mg, 20mg L7 > Y 77 —/L15mg% 1 H 1[H]
2BMRABE LI OBRERIITRO LB THY, TV
TV NABHCHTT DR ) 7T W 10mgBE K O 20mgBED FEL MEDFR
Do,

BREREXDBERE

(EXTOA FHERRXEERSHICHS T2BEBXITT_15RES

DEFHFH)

17.1.7 ENEIMAERER (CETREERER)

BIEI Y U~ T EREBEEES OB E O 720, FEAT aA R
PEPRIERORW 52 %8 U, o BIRE T+ IB5EE
DOYAEEEF T HBELERRIC, R T 1mgITT V7
7 —/L15mg% 1 A 1[BI2438 R O 65 U 7= B0 55248 % D15
HRRBIITEOLEBY THY, TV T T — VBRI T DR/
7T W UREOIEL IR S,

FERXTHA FERREERERICE (T2 BREX I+ 2ERES
NBERE (ZEHR)

R 7 ZH 2 10mg

Z V77— 15mg

R 7TH 2 10mg

R 7 TH L 20mg

Z 75—/ 15ng

5.1% (10/19741)

2.0% (4/201451)

16. 8% (33/1964)

<K TTH N Onghfvs T Y 7T — /1 1 bmghf >
—11.8% [—17.830% —5.691%] " p<0.0001"*
<K TTW L 20mehtvs T Y T T — /1 1 bmghf >
—14.8% [—20.430% —9.264%] " p<0.0001"*

() (TGS T
D BHRERZE, [ ) (X seEmx
H2) FARBIMEA10%E L7z, Farrington and ManninglZ & % IEHMERE

BIVERFEBERE L, R 2 77T ¥ 10mglETIE10. 4% (21/20241) . A
J 77 20mghECIE10. 3% (21/20461) Tdh o 7o, FARRITERIE,
THI (R 77 10mgBE0fl, R 2 77 20mghELH], LTI
JIE) . BARY == Gl 151), 85 (0%, 26), mhr v7r T
BRARFF—EEM (15, 26, TI=2TI) N T AT T
—BHm A, 1) KRy -7V IV hT AT =T —BHN
(offl, 161) TH-T=,

3.3% (7/2094) 5.5% (11/199%)

—2.2% [—6.182%, 1.826%] ™V
p<<0. 0001

() (TGS T

D BHRERZE, [ ] (X seE =

E2) HFRIRFUEA8. T%& L7-, Farrington and ManninglZ & % 3E PR E
RIERRBURE X, R 77U BETIL15. 6% (34/218f1) Th-

oo TZREWERNZ, TR 2F) ROMER 6Bl Thol,

17.1.8 ENFEMERER (EERRIREHR)

R L TRBR A T LI BE AR, & DR8I, i K80
BRIAR 2 77 10mg XLk 7 v Y 77 V) — v 15mg % 1 B 1Rk
L L7 OIEBEHERIITEDO LB Tho 729,

FERXTHA FERREERERICE (T2 BRBEX I+ 2ERES
DERE (HFHR)

R 7 ZH o 10mg

Z 7T —)15mg

3.8% (8/20945)

7.5% (15/19945)

(BERE7AEY VBRERICETSBEREBX I+ 2HERESZDER

e

17.1.5 BN IEFR (CEEREERR

EH&E7 AEY v (1H81~324mg) DEWIFEAMEL L, v o
BT+ IRBIEEOMER 2 AT o BE 2RI, R TT
P 10mg LT v V75— L 1bmg% 1 H 1 EAEBRE O %S L
RO G240 % DIEBBFHEFII TROEBY THY, T V7T
S VBT B ) T T YU BEOIELENRRD b,
ERE7REY UIEERKICHEIT58EEXIS T EHEESOER
£ (ZEER)

R 7TH 2 10mg Z V7T —)L15ng
0.5% (1/1974) 2.8% (6/21341)

—2.3% [—4.743%, 0.124%] *V
p<0. 000152

() (TG T
TED BRI [ ) 1 Zmiflos( S H bR
1E2) FFRMBAEZS. 7% & L=, Farrington and ManninglZ X % I E

BIERZEBIBER L, R 779U RETI10. 4% (21/20261) TH -
Teo ERBWERNE, R 1. T (1F1) RO HEkEd (464i1)
Thol,

17.1.6 ENFEMERR (REREHESHE

ERELT LSRR A T LI BB 2T, S bITHE281, &80
BRI F o 10mgXE T v 7T —)15mg % 1 1EfkE %
5 UEROIEBHRRIITROLBY THo 122,

ERE7AEY VIRERICEIT5BEEX IS T _EBHESODER
x (BE1H)

R T 7Y 10mg 7T — ) 15mg

0.5% (1/197f) 3.3% (7/21341)

—2.8% [—5.371%, —0.187%] ©®

() TP OIS/ A A
) BHRIE [ ] (EFMOsH{EHIKR]
BIERSEBBEE L, R 77U RETIE16. 3% (33/2024) T -
Too EREMWERNE. R QB THE B, MmHgkE (4)
RO@EImE ) Thoiz,

—3.7% [—8.207%, 0.787%] ™
() I TR
W) EEREE [ EmRsHEHK
BIWEARBBEE X, R 7TV URETIELT. 4% (38/218(]) TH -
7o ERFEWERIZ. TH GED . FEfE GF) KOMF TV HR
A7 7 X —FHIN @f) Th-oT-,

(BEBXIITZHEEESICBTEAN)INY 82— - E0 YRR
17.1.9 ENEMERER (CETRLERER)
) —RER&E

Y oy g— v Y ko B T R SRR R
BRI, R TTY o 2mg LT vV T T —30mg, TEF T
YLK T Au A D37 % 1 H2[E7 B ERR Q%
LGLEROBRERIITERO LB ThY, Y77 —n%x [
W2 SHIBERRREREIC T DR ) 7T F o & T SHIDF AR
DIELPEDFRD Sz,

Ayanyga—.En) —REED £

K IRH D1 [EH 5B BREGR Pisdilipy
R 7 Z Y 20mg
TEX U KFIMTS0mg (Jlh) 92. 6%
77V Ar=A200mg (i) | (300/3244) 16. 7%
Xi%A400mg (1) [11.172%,
52V 75 —/30mg 22.138%)
TEX VY UARWTS0ng (Hff) | 75.9%  |p<0.0001"
77 ) Aa<A 2 200mg (i) | (243/32041)
i%A400mg (1)
() IABRE PRSI A
D - IRFRIFAGABR O RS Kt
TE2) BEERERRE, [ ] IXmIOSHIE KA
1E3) ARSI A10%& L7=, Farrington and ManninglZ % % 3E9 MR &
BIERZEBIER L, R 77 P U RETIE20. 4% (67/32961) T -

Tzo ERBWERIZ. THI (35f) ROUBKTERE 13#)) ThH-o7z,

(2) ZRHE

R TISHFELRIET VI — e TEXIVY kWK
K7 F Y2~ D3FEICL D~ as Z—-a o



BRI RN T - 725081 2RI, R 7T 20mg, 7EFXF T
UK O A b= — ) D3F %1 B 2[E7 B FRR O &S
LR OBRFERITTRO LB Th-72%,

Aoy a— - En) ZREBEY F
HIRAN O [ET e b e BREGR
R 7 Z Y 20mg
TEFX VY AR T50mg (FI4)
A hma=%"—/1250mg
() BRI T
W) TR AR ORE BA R
FIVERRBBEE L, 16.0% (8/50f) Thotz, ERZ2FEWEMIX, T
FLBIB. 759 =073 F A7 =T —PHIKEOT 285 %
VIET R R T AT =27 —BHN (%26]) Thot,
17.3 Zoith
17.3.1 MBEAR MY VICRIFTEE
R FIFH %1 H1E10mg XiT20mg & O #5- L= BEa, MWigAd
ANV AEET Y T TN TR ) 77 Y TR
M EEZ T LTz, RART A VR ERHIC BT 5 55T
+ AR RSO IS H ORI G RERIC B T S MiET A R Y v
EOHBNILITO LB Th-olz, ok, HEETHICHIE T A
U EDEE & iR L7 Higs, + HEREEEE 2 gL L
TR Tl B R BEIEAR bz (B bk T #2~8i

F'Eﬁ) 17,18, 23, 25)
(pg/mL)

98. 0% (49/50%)

52975 =)V 15mg#

o
2,500 @ K/ 75 10mgs
WK/ T 20mgE

1 2,000
b
7 1,500
)

pd
f& 1,000

500

0

[} 4 8 12 16 20 24 36 52 64 76 88 104
SRS X GE)
TEBI (5)
52V F5J—IV15mg# 213 216 215 209 206 203 199 151 144 51 16

1
K/ T5H% 2 10mg# 202 200 197 196 188 188 186 149 146 63 18 2
K/ F5Y > 20mg# 201 202 196 194 190 186 186 133 130 58 13 1

EHET A Y U EGRHCB T 5 55 L+ BRSO
Pl O RIE G RBRIC BT B MES A U AEOHER:
17.3.2 RS iR EEICRIZTEE

WM RSB R OMERRIEE LTAR 7 7% %1 B 1E10mg XX
20mg % 52 RS 1 e - LT 356, HASIRE O NS s B2 &
DIRBENMEFNITER S B 7R o 122

18. gz
18.1 VEFAHERF

R TITFANIB X BIEE L LE LT, s TH Y U A
A T NTHAR R THY, KT -ATPaseZflET %, R/ FFH
VR A IR < BERAR OO R AR G R NI E L C E ERAE AR
TS 5. HILE B ORBEREERICKT LT R 7T
BOIRIER 2R, R P IV 3~y a s 4 —-va ig
HROANY 37 Z— . v'u ) 7 L7 —PRRERRITR S 202,
18.2 BES IMER

TEEERR A BPEICRB N T, B 7T 4 10mg Xid20mg D7 H BIRAE £
542 L 0 24 2 NpHAMLL_E &2 R TR OFIS L, EhEhn
639% X 1E83 = 1T% Tl o712V,
18.3 Aoy 42— ERYREOHEMER

AV any Z—.va ) REBFRICET AR ) 77 oENL
BApHZ ERSE5Z L2k, fShDTEXR VU UK
W, 770 Aa~vA vy A ha=FY = LOREFEEERERD D 2
LiebhrEZLND,

19. BRESCET S EEZMMER

—Wx4 AR ) T T~ gt (Vonoprazan Fumarate) [(JAN)

{b5#4 : 1-[5-(2-Fluorophenyl) -1- (pyridin-3-ylsulfonyl) -1/~
pyrrol-3-yl]-N-methylmethanamine monofumarate

57\7‘5& : Cy7H16FN30,S + CiH404

Fg% o=o

Sy 1 461. 46

(b
o} ) N
O;SN . Hozc/\/COZH
A
CH,
F

MR - R FIF T VBRIEIT AR~ T E AL AR UTRE
FEDOH R TH D, TAFILALBF Y RIZRREITROT<
NN-CAFATE T I RICRRETIZ LK, AZ 7 —/V KUK
IR L, 227 a8 =V ROT | b= h U M e A TR
IBRAAN

Rl 2 194.8C

20. BRLEDEE

20. 1 BEEAITRR AT TRAEL., RO RELIEMT 22 &,

20.2 HEHRLL AT RAET 25 AT, R, Sea b TRFES
5L,

21, AEREMH
[ ) A 7 W R A RED b, WYNCERT S Z &

22. g%
(& 4%+ J0DEE10mg)

PTP 1005 (108 X 10, WZEEAIA Y )| 20088 (N7 | FEAIAY)
(& %+ J0D5E20mg)

PTP 1008E (10$E X 10, #ZIRFMAY )| 20088 (NF | HARAIAD)

%k 23, FEER

1) R 7 I7HF O FRIRISEMERBR R (SR

2) R T 7Y o OEYERERBRAGED (¥ 7% v 7 5E20144F12
H26HAGE : CTD 2.7.6.4)

3) R T TV OIEYEERBRAEG (¥ 7% v 7 5E20144F12
H26HAGE : CTD 2.7.6.1)

4) R 77V OERYEERBRAIEG (¥ 7% v 7 5E20144512
H26HAGE : CTD 2.6.4.4)

5) R 77V OIYERERBRAGE® (¥ 7 ¥ v THE20144F12
H26H#GE : CTD 2.6.4.5)

6) R 77V OEYEERBRGES (¥ 7 F v 7 5E20144F12
A 26H KGR : CTD 2.6.4.5)

7 R T TH L OIYEERBAEG® (¥ 7% v T HE20144F12
A26HKEE : CTD 2.6.4.5)

8) K/ 7TV DOIENRERBRAGED (¥ 7 ¥ v T HE20144F12
H26B 7GR : CTD 2.6.4.5)

9) K77V OEYBRERBRAAE® (¥ 7% v 7 5E20144F12
H26H#GR : CTD 2.7.6.6)

10) R 7% OIYERERBRAED® (¥ 7% ¥ 7 $E20144F12
H26HAGR : CTD 2.7.6.10)

11) R 7 7F - OIRYEERBRAEQ (¥ 7 % v 752014412
H26H 7GR : CTD 2.7.6.9)

12) AR 7 FF L OIRYEERBRED (¥ 7 % v 7520144712
H26B#GR : CTD 2.7.6.13)

13) R 7TV OIRYEERBRAED (¥ 7% v 7 §E20144512
H26H G : CTD 2.7.6.12)

14) R 7TV OIRYEERBRAEG (¥ 7% v 7 §E20144512
H26H &G : CTD 2.7.6.11)

15) AR 77 Fr OIRYENERBEG GFENEED

16) AR 77 Fr OIEYEERBNEG FENEED

17) R 77 DEFERRBEREDO (77 % v 7HE20144212H 26
HkE8 : CTD 2.7.6.17)

18) R 77 Y DEERRBERO (77 % v 7HE20144212H 26
H7KE8 : CTD 2. 7.6.18)

19) KR 7T F L OEERBERAES (¥ 7% ¥ 75820144512 A 26
H7KE8 : CTD 2.7.6.15)



20) R 7T Y OREIKRBEAED (¥ 7% v 7 §E20144F12 H 26
H7&ZR : CTD 2.7.6.22)

21) R 7Y OREIRRBEAEE® (¥ 7% v 7582014412 H 26
H7KZR : CTD 2.7.6.16)

22) R T TH L OEERBREAAEG® (¥ 7% ¥ 7 $E20144F12 H 26
H7&#8 : CTD 2.7.6.20)

23) R T TH L OBRBRERAAED (¥ 7% ¥ 7 $E20144-12 1 26
H7&#8 : CTD 2.7.6.23)

24) R T FH 0 ORERRBEARE® (¥ 7% v 7 §E20144F12 H 26
H7&ZR : CTD 2.7.6.21)

25) R T TH L ORBREAEQ (¥ 7% ¥ 7 $E20144-12 7 26
H7KZR - CTD 2.7.6.24)

26) AT TH L OBRREAEO (¥ 7% ¥ 7 $E20144-12 7 26
H7KZR : CTD 2.7.6.19)

27) R T T OIEBRERAAE (¥ 7% ¥ T HE20149-12 26 H
7K 1 CTD 2.6.2.6)

24, XEERERUVEVEDEE

RS TS < T iERkE

T103-8668 HAHRH X AAMGANT ZT H1&15

7Y —XA ¥/ 0120-566-587

SATRERT 91 00~17 : 30 (LHHLH - BEHARZER Z2FR<)
KGRI B3RS RE L 2 —

T108-8242 HURTERHEXHERI2-16-4 WIIZ T2 FEV RIL 4
ljb_q

EEE  0120-189-840

26. BLEREFEES
26.1 BLEIRSETT

HEHEGRTRERIAS

T540-8645 KERMPRXEEBINTEHIES
26.2 12

AERREMRAEH

T101-8535 ERRAMTAHEAXMHHEE 2-9





