%k 20264E7 HEkET (110D
* 2026451 Helcz]

TAEY) /R T T OVEREEL A H)

Mk Eim R
HRHIH © 34

TAEU /KR FTI5Y 27T IVEEEEL &

FPIEUD.ECETE

CABPIRIN® Combination Tablets

BRI A B
i) R - BRI QML & ) (% = &

H A R 0 R
873399
TR 30200AMX00432
e G 2020451

2. B2 (ROBEICIEIBRELEVIE)

2.1 RHN OB L) FOVEREFN 5T U S HBOoE o B EE O
H b BE

2.2 THWFELEEE, ULVE YY) R AR SR oY
[10.1=/]

2.3 HWILHEEOHLEBE [TAE) v OTURY TT Ty
AR X 0 B oIt s L g %
L&D ENDH D] [11.1.78H]

2.4 BIEm OB 2 EBE [7 ALY L2 &) M/MOERER T2
DI EDH A0, HIMENEZMET 2BE0W0H5,]
[9.1.2, 11.1.4%R]

2.5 7TAKEY UEE FEAT O A R REURHIS I & 2

* %k

FAEOFHTE) IO EREOS 5 8% [EERT ALY ¥
M EFEFE AR SEDL T WD L] [9.1.3, 11.1.55H]
2.6 HETEHI2BUN O [9.5. 120
3. #EBK - 1R
3.1 #Hmk
Wise s F v 78 CEEEE

%t
7AEY) & L T100mgMk Ot
R TIH 7 < IIVEENLS . 36mg (R 7IH &
L C10mg)

A NS o= e S AR AN 1 R = R S B P = R

ARY Y NAR= 10 E/ ATT ) YEET ) &Y~
k7 U, D-v = h—, LFaFy 7ol
Vera—A, vy, b Faia—A, BILFy .,
AIFoNuy . XAy 7Y NVEERIR) v —LD, 77
VIVERTF )L - X% 7 ) VEE A F IV a K1) < —4f
W, 7T B N) TV, TR

3.2 RHOMERK

5E % ¥y 7YY VEAE

i - FE |HBD 7 4 VAT —F 1 2T

AT — I 0375

Ak [EH |/ g

375

T

UG

i)

B (mm) [§8.0

E #93.9

(mm)

& (mg) #9207

4. HEERIIHHR

THREABXBWEICH T2 - ERFROWH (BEEBEXE
TEBEEORENG & 5 EEICIRS)
CBRDE (BMRERGE. ARERVE) . OEHITEE. Rl
BimERE (—AMBRRmREE (TIA). BKHESE)
- BEIR/N A /N7 (CABG) & % VM3 R IRE T B AR B 1l
(PTCA) MET#R

6. AERUVHE
WE. RAIZIHLIELEE (TAE) Y /KR T LT
100mg/10mg) % #1535,

. EELEREE

A FHIO M52 H 7o Tid, ERRIC N = F i
B EBISETT) T k.

2 I EEBEANOFGZH 7z o Td, Mo MG 4 % ] 5
B HAE L OMEERICERS 2 & & 512, BILESFT 2
BHEANOHGIIEEL BhmE g sty po—

j—

Py —

ATV,

NVELTH Z k. [10.2, 11.1.45H]

8.3 X/ 7IH OEMKGICLINVIK~ AT T AMUEDRD S D
NDHZENHLOT, KElx BHES T 28, Emzimdh
XTI ARERIET S L, [11.1.9%H]

9. BENERZHI2BREZICETIEE

9.1 AHHE - MEEZEDH 2 EE

9.1.1 MFEDEERITZDERFEEDH 3 BE
T A LM O RE % BANIHRE S BENND 5,
[11.1.15H]

9.1.2 HMBEENREDH 5 BE
TAE) JIHIMZE RSS2 BEN0 D 5. [2.4.11.1 . 451]

9.1.3 KEXHEDH 2 EE

(7TAEY) UGB EET A EEKL)
TAEY VB ThRWI L A2 TAICHERT 5 2 L, SE N
OBZOPIZIZT ALY UVIGEBRELEEN TV L REELDH
D, ZNOHOEBETIIEELWMBEELFEIELI LD D,
[2.5. 11.1.55H]

9.1.4 ZIA—-ILEERLTVBEE
TAE) AET I =)V ERFECARE S 2 & AL I & 5
NIRRT 5 Z &0 Do [10.2, 11.1.45MH]

9.1.5 Fif. VDT — T IIHRESREF EEUROEE
T AN AAEFM GO T — T OV IR O s o el &
WNsSE5BENNH 5,

9.2 BiEEEERE

9.2.1 BH#EEERIIZOREEDH 3 BE
TAEY) JIEEEESEAIFESELBENDNH L, T2,
EHEEERE CTIE. R 79 OPREANRIEY 5 2 £ 12
DIMAEEDS ERAT L2 EDH D, [16.6.12M]

9.3 FFi%EEEERE

9.3.1 FF#EEEERII ZOBREEDH 3 BE
TAEY) SINEEE R EIFE S L BENDEH L, T2,
ik EEE TIE. R 795 oRE, PRt BEs 5 2
LX) MAEEDS ERT LN H D, [11.1.6, 16.6.22 ]

9.5 1Ei@

9.5.1 HEFE R12BLUADITE

BE LW b, TAEY TR, WIEMEOLE., BiRED
FHIPASH, FEIGHEOIEL, OIS 2 h 5 B%
NDH 5o IV TORBBE L EFRAE TR, HIRPOT AEY
VHRH &SRR M EORRBRIIEENTH 505, B
HL7%E0, TR0, ERiEZO ML, 38R DL,



9.

9.
9.

9.

9.

9.

10

Hepe, SCHE. PAEROKERL - R LofEEIEL kb8
ENEBRECELVEOWENDH D, T2, b b CHIRELIC
BEENBEEREZ0HERICHMERERDS S b & o
ERBH D, S, WIREMO T v MG LR ERT, 55»
JEVE O BRI AT ST b, [2.650]

5.2 #F4% (/7 L. HEFERI2BLUAOERIIRC) IFE
IRUTWBAEEM D & 3 &k
HEEOFZEDERRMEE LR D &R S N EICOARES
T2 L, vrutF b —BHER RIOFL LKD) Z4T
ICAE L. R o B ikae S I ORI A, k) ok
HWAEDH & 72 L OWMENDH D, 7 ALY Tl BIWRER (T v
N THRERERDES S bzt OMERDH 5o HIREIE O T
F. BHIEICOLREBEZNDH L, RN/ TI7H 2 TlE. B
RABE (T M) 1ZBWT, R 799 o KEKEMR (40mg/
H) 2B 2BEE (AUC) 028k %iB2 sER T, JKRIE
RE K Ola i EREOMME, MR LM RO .
GOSN PSR (RSt 500 28 v B AR 3R OBH T B IR A 22
DFRRD LN TV D,

6 BRI

6.1 Ly I sk, 7TAYY T, v MEFRBICRAT
FTLIENHEINTWD,

6.2 fEBEZILIFICEK 2 75 »20mg% 1 H1IE Id1 H 204 H i
O Lz &, 25 200.012% X1%0.023% A3k
FLAICBAT L2V,

7 EE
NEEE NG E L 72 BRRHBRIEIN L T2,
8 Bk

EEORELBG L A O EEICKRE T2, —RICHEIE
TIXEHRE. RS O A TRE MR T L T b,

. HHEER

R T I dEE L CIFREMAHEERCYPIAATH &S 1,
—¥#8CYP2B6. CYP2C19/ U\CYP2D6 TR &N b, F72. K
J 75 FTGNCYP3AAHENEH 24§ 5

R T W O BEBWIEIERC X Y. HFHZER ORI % {2
LI $ B BEVED D B 6

10.1 BFHZZ ALV L)
E Sk WRIRREIR - #5ET0: W - fabiE T

Ty F CEREEE | 7 7 F CVERERE K T o H R

(LA 7%v) OVEH % 59T % B | wIitfERIC LY

[2.22M] ENDD B, 7 & COVEL R
DEREPET L
7 FHFF LD
IEEAMET 3 2 W HE
P %o

VY B SRR
(zyas v h)
[2.228]

¥ IR
DOVEM %553 % 8
ENDD 5,

RIT5HFOHEE
SrWIHIERIIC XY
VIVE YY) R
OWIAET L. )
VYY) v ol

FEAMET 3 % nREME

%,

10.2 BFRERE (BHRICEERT S L)
ESiEE FRAER - f5E | Wy - ERRT

CYP3A4MHEH] R TIHFyolp| 7 5) A0< 1Y
7 7)Aux AV REDN AT AR LI L) R
M 25 % o 7 F 2 oI
[16.7.12:H4] AR L7 & oHs

BdH b,

e

BEAREIR - A5 I8 T 5

Wi - falRR

vakys
AFNTITxRT Y

FERLEEHI DO % 3
Y DR D S

R TI5H 0 Yk
SRWIHIEIC K D
TIX L OIKG
sl s, T

¥ v OIS
AT RS B
5o
AbT7ary—n LSRR EZ W R, 775 0 Ek
Fu y ¥ — Y55 AR D B | EIHIERIZ LY
EHI e RESEH o I A
rTI4F=T T A W RETEAS
—aF=7 Hbo
I)NaF=7
ANT 4 FEN XY
VISR
CYP3A4THREHB SN LEREHOEHEHAR 2 75 % 0
% HEF S AW REEA S B |CYP3A4IZHTY 555
SEAVAPN WIHEMERIC LD .
[16.7.3%:0H] e RLEEH O AR A
EIND,

A ST AR EE O
CYP3A4FEH
V7 rrEY s
I77EL v
[16.7.4ZH]

KT ol
IEEME T 21T hE
A D 5,

fert#EHI DOCYP3A4
V2R3 B FHEAERLC
I, K2 TIH¥
DRFARES N D
WRETEA D B o

7 =) ¥ RBUEERE )
TNTTY YA
oA

(8.2, 11.1.4%H)]

7<) > R A
OIEERRL L
IEHOIER, 1t
LN
EWRHBHDOT, 7%
D > BB
B SR
G9hZ L,

7 A UiniEE
HIZHEAE L7 <)
>R A & E R
L. g5, &
7zv T AEY VX
AN SEIIHIE
WAL RS X 5 T
MEHAZHE T %o

e

L 5 1 L L - 541
VARG %]
FFsa A Kb
A

5 Xalk 7 FHEH
) N—1 F AN
V%

hare s
FEINT T

TEFYTI—PA
P I%: T
HE

ravRET2Y
VTV T A
[8.2, 11.1.4=H]

FERREEHI & D fF I
L0, Mo fEBrE
MRS B BEND
HHOT, BELT+
SIATV, EETS
Z&o

7 AE) LM
BEEIIHIEN 2 A5
b7, FERLER &
OHFHZ &0 e
23R E b B
N5




FH 2%

B REIR - 185

B - ek

I/ e SR 3D
(R AVSE S ]
Fruvy iEm
1
YHaAY =)
s a ¥ R7 LIV
[V
Moy REH A
B 3 B A
FTHEILVF b
DRSN
TURAY T T Y
YEIEAL, E1R
U255 5]
N7 7aA NS
AR
FIVRTL T —
TG
A Oy MR
FIVEE
(8.2, 11.1.4M7]

A 7 A
7aFF—
t— PA SIS

(8.2, 11.1.45K]

JrRREEH] & ORI
X0, o ek
AR D B
HHOT, BiFErt
ATV, EET A
NP

7 AE ) IR
BEEIRE 2 45
b7z, LRl L
DU X Y H i E
A EmINDBE
b s,

HE R 5 A A
A A Y kb
GRZFHI 2 )
FLVT Y I RS

R A OAF %
R L, ARIRE % ke
T IENDHLOD
T PRI FE A % I
HY LR EEEICE
545z k,

7TAYY) Y (EHE
Pe 5BF) s
ZHEA L 2o R
Fl &L, RS
b, Tl TAYE
1) AE K TR
TrEM*H 3 %,

AMRMLFEHF—L

AMPMLFEF—TD
RIPER (i BEHI
- AR E
) PHIREND Z
EM Do

TAE) Y (EHE
Peh-E) 1 ZmAEsE A
WAL A N ML
XH— b EEWEL,
WEHES ¢ 5, F72,
TAEY A b b
L& — b~ ok
FHETLEEZD
nTnb,

INVTaEEF M) A

INVT g N
NGRS LA PN
RikELRI T &
75;‘%%0

TAEY) Y (mHE
Be GBE) ZisEEE
WA Lz v
B b oo ki
L. S5,

TJrz= bV

M7= M VRE
o Ao = e NN | S
AT =M v
BELZKT S0
EDHEDHDHDT,
M7= M VRE
IZEOSWTH=ET
BB IRE IR %
HEICBRTLTZ L,

TAEY Y (EHE
PehmE) 1 ZmiEE e
ALz 7= b
A BB,
S5,

EHLH BRAHEIR - 5 E A | W7 - fabRK T
BB R EARIVESH |7 A > G T AN,
Ry X HGEE) L opE R

TV R=var
AFNVTL =
|

RV B AV E Y
Flammd bE, ¥
Y FOVER TR 2
FTIEPImEENT
Wh, F72, WILE
I A B 5R S % 2
EDEZLENT VD,

1) F- 7 B

PEAVENGE 308 i
T EPMEEINT
lf\%o

TAYY v (EHE
G 3BT o
A TT T DN
AR L, B
EZED S D 2

EIZED. UF T A
DEIRIZ LT S &
LI ENEZHNT
Wk,

F 7V FRFRA] | EREROERHEZR| T AE) YIEEOT

vkozuoosy

F S5 2 A

URAY 770D

U NE SNTV5, AR IR LT
)V — THIRH K. S OKNE L
ASERE A UL FIRF DK
PRI 2 H
ThlzoEEZLNR

TWwb,

B TERCHEFI OVER % | 7 A E) I 9k
TUTT U= )V|§gEE L T NG RIEHA AT AE S
AL 3 ENTW5, U2 7S50 Y Dk
S0 N = B V3 G A L

ACEBHZEH] MmE LFsE52
I+ 7)<l EMEZ LN T D

A VRIS

VRS

—tErZE) D
TEMZ RIS ¥ 2 2
ENDH B,

TAYY viETa A
55Ty DES
D 1K | AP R
L0 EIIR % UG
AN N = A 4
Vv OVEH % i8S S
LT ENEZLN
T\,

PREGH AR HE 741]
THNAY N
Ny ZX7a~xay

FERCHEEH DAEH & ik
FEEDLIENDH L,

TAE) Y (EHE
Pe GE) (3R EER]
O SRR FE P9
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AT O A Nk

SRR 241
RN A
vouzgxztrrF
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(8.2, 11.1.4%H]

TAE) P
(2 &0 i R OV
REOBKTA2RI3 2
LB D

HR R,

47707y
F7aFt s
Yoy
ZIVE) v ARFI

7 A YOI
BEARIDHIME I % 3955
T 5 EDOMREDVD D,

MR > 7 a4+
2 — -1 (COX-
1) 7 AYY) Ok
GrHET L7208
EZHLNTWD,

i R 7 T 2 L 2 51
7Yy T I RE

<

TE¥ T3 FOH

S \(TERZ R L. MBI,

FEELER o AR R R
SER AT > F—
UAE R IFT L
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7 A VT E
HIZHa LTty
VI I FLEBRL,
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ESiEL FRAER - i G| W - ek
FARYVIERRE (7 AE) Y e | a) ¥R s
[11.1.7&H8] W& AR % | E R A S

HZTZENDH L, |bo
By rua) AAKMY BEESEHRT 2|7 AEY) Y OB
TruRR) v LB D, W2k h, BEEOE

VER % A E B R 9
LEEZBNTWD,

74 IVIVH A b

TAYY D
LD 74000 h
A N O IHE DS

B A

ERAFTLEZ DDA,
TURY 7T v v ARG | ERER»T AE)
Doy MUY RFH VT HEAMER OB > L MEEE AR A
A AR FEHH] & Un vitro) \ZB|NLCEHE L, B
< hanNy WT, TAYY V| EA LA 5
7 ruy A b XD EREROIM EEZ SN TR,
GG LA 5
CENVH b,

ERMEO b= >
FEHLY A A FH & H
(SSRI)

B RS o Fei i (B
Wi, $63E55) .
etk (8 B i as)

SSRID#E G2 XY
MR DS &
., 7TAE) D

TURFF I |G SN TV, |BEAIC X Y i
LA R MR T AL ER D
S LR N ) I ncTwns,
(8.2, 11.1.4%M]
T d =) HALE RIS |7V T —Vic L 5
[9.1.4,11.1 4B NLBZNNDH DL, |fhilEREEEL 7T ALY

YOTURY T T
T AR EER IS
L0 Az
EHmAR RS % &
EZHNTW5,

1. BMER

WORWERH S bNLZENHLOT, BlEE 1451247, By

HRRO O NI BTG 2 kT 5 % EE R MEE 1T 2 Lo

1.1 EXLENMER

1.1 SRMERGRD . \FEENIE. alEkRd . mREd. BE

AREEMm CFHEAY)

[9.1.1ZH]

11.1.2 hHMHRKGEFEMBIE (Toxic Epidermal Necrolysis :
TEN) . REHEIRAEIREE (Stevens-JohnsonfENREE) . ZHZATHE.
FIGEER R (HUZEAH)

*1M1.1.3 avy,. PF747%>— GHERWH)

Tav R T T4 TF% Y — (WK, 25 mAL, Mk,
HIRKBE) BHOONDLIEDD D,
11.1.4 B CFEAHH)

Jid R A O BAFEE A I (RDHAERX -
Jit7 e, T AR L

FRRHES)

SRR CTOO - M| ERRREE
S, RIS S 5 Db

NHZENHLo [2.4. 8.2, 9.1.2, 9.1.4, 10.22H#]

11.1.5 WRRME GHER)

[2.5. 9.1.3&:H]
11.1.6 FF#ReREE. JE FEARH)

AST. ALT. y-GTPE D% L\ 57 %205 PR ARRE = #E A3
HobNLIENHDH, [9.3.151]
11.1.7 BHbHEg. G- XBEgE GHERm)

T (A V) &0 Gl -+ RSSO LRSS
LMD ENH D, Tz, HLERM, gL, ks - sk
RS NG - RIGEBER S SbND I DB 5, (2.3, 10.221F]

%
% %k

11.1.8 ZLILX—RISICHES SMBEERSE (HEAD)
1.1.9 BT x> LME BEEARH)
R TIHFORMEGICL ), QTEE, E#, LUOhEx
IE~ T AT T AMIERHEDONEZ ENH D, T2, K~
F T AMEICHERE L 7S VS AR, EH ) v A RS
DEFEAREZEIBEEN D L. CNOSOBRERE N DN
HIERD S S bN2GAE I, M~ 7 %27 LBEEOWE %
v, BEPRD SNLHEIL. Y72 YT LAOMTE DY)
LILERITS &, [8.35HH]
11.2 ZOOEIER

0.1~5%Kiil BEIEANH
Hibes ERL, T, PEE| S R, Wik, fgse ).,
WL L B [LUSIERE. R, SRR
B g, Y EAVPUK
HUE 385, HIRE
g ZIFE T
liikis3 AL, GFEEEkN S /BB AEA TS (S afin e
L)
FE AR R O F v, B,
JFH AST. ALT. AL-P. LDH,
y-GTP® 5
R, B pE
TETR % M M g5, OEERIR
I SELIR BE
EE ffE g, R, H,
Z Dt AR W, AHET Y R =
A, BRI, R
13. BERE
13.1 fEIR

TAEY YTIE, BB, D F v, BEE. T,
W 45 O FNIAE IR 7> & ML O E S 12 fE
M7 v a— 2 A, ARHET ¥ K=Y 2,
WAREEDR RO SN D,
13.2 @&

T, BEkE . RS (2770, R OB vk ) . B
HEAILLD T Y F=Y Z2IE, 7Tuh ) REE (72720, Bk
BEASIER O¥E) . MTLENT. BEBLENT % LEIE L CTIT) o

14. BRAEDZEE

141 BHZABEOTE

14.1.1 PTPAEDHHZIPTPY — b2 LMY H L CTIRHT 5 X9
RS 52 Lo PTPY — F ORI L 0 R HLA DS A A
AL, EICzdl a2 B 2 L CitbgiA RS0 EE 2 A HHE
EHRETAI LD D,

14.1.2 AR OWESEIBERETH 5720, Elo7zh, 7z h,
FOVORLAEYLAWT, Z0FENEFTICMNEELZ &,

15. ZOMOEE

15.1 ERER{ERICE D 183k

15.1.1 K 779 ORGSR ICEMHEOER) — T %207z L
DWEDH 5o

15.1.2 K 77 H 0 ORGP EE I L 2 EREZEHRT 2 2 L 98H
HOT, BHETHWI L 2RO 25352 L,

15.1.3 /MBI 2 BB OBIZWZE T, Ju bRy 74 el
5 =12 X DI B CTEMERAE 2 E D B BIETE 3T, FRAETE 7.
BHEGHT O A 7 BN HE ST b, 812, BHE LR
M (HEDLL) oA 2728 T BP0 A7 538 L 72,

15.1.4 M BU 2 FICARBE 2R & LB B0 BIZ0 3
T, FabrryEYTFL ey —2HFKE L -BEEICBW T 0
AR)T TN TA T AN LB FBEGD ) A BEINAH
HENTWD,

15.1.5 JEA 7 0 4 PPN REREF & BHIHES S Tw b LI
BV, —FRAEAED LNz L OFERD D,

BB, BRI O
DI,
SO IR, I



15.2 FEERARERBRICE D < 1F#R

15.2.1 K2 T Tk, ¥~ AT v F2EMBORG A
FEWRERIC BT, K 75 ofKE (20mg/H) 123
TR (AUC) & SER5RERE OMEEE = C W O MR 43 s B 55
A3, #I300R THDIRE (= ) 2%, F72, FI3ELLLE (v R)
T OHI58MELLE (5 b)) CHFEIER 2520 5L CT\w b,

15.2.2 in vitroDRERIZB W T, 7AKE) YED 7 V70 v
B EOVRBENDIEH DT A NVAH (P KTV Y) 7V
rua Bt HE L2 OHEDND S,

16. EWENEE

16.1 MAiRE

16.1.1 BEZE

(1) 7A€~
BB ANB®233BICT ALY /R T LT
100mg/10mg(ft & ¥ 5-) i 7 A ¥ 5 $E100me ) 05K /
77 EEIOmg(BFIG) % 7 0 A — N =2 L ) A A
TICIHLEHR S L2207 A ) v QY BYREFA /ST A — ¥
T OSIAE s MRS TR D & B Y Th B2,

HEMHETRGREOT A » OFEWEREFN) /ST X — ¥

Crnax Trnax AUC (ast) T2
(ng/mL) (hr) (ng-hr/mL) (hr)
786.1 4.000 975.7 0.4151
[T
+349.18 | (2.00-11.0) +327.58 +0.12045
ol 677.8 4.500 899.8 0.489%4
|
HAGER +404.26 | (1.00-12.0) +323.46 +0.98199
n=233. VIl £ EAEREE, 72720, Tuadd ULl GR/MIE-5oAE)
(ng/mL) TFRAEYY
800 1
600 1 —e— AR
1n ~o-- B A
5%
th 400
B
4
200
NI AN - = S SN
0 2 4 6 8 10 12

B5 %O (h)
N=233. FHE+1ZERE

PIEHMAE NGO T A YY) v o ImEE bR

2) R TI%~
HERANBE236 7 A /KT LT
100mg/10mg(Fe &35 3d 7 A ¥ V5 EE100meg f O R
7Y I Omg(BF G R 2 0 A F — N =2 L ) B A A
TIZIHLEERS L 2o R ) 759 > O3EYIRESER /85 A —
& R SR EHER IR D & B ) TH B,

HAEMATIRGREOR ) 7 7Y > OEYBREFH/NT A =¥

Crnax Tmax AUC (last) T2,
(ng/mL) (hr) (ng-hr/mL) (hr)
R b 14.77 1.500 97.36 8.172
o £5.0945 | (1.00-3.00) +32.128 +(.81625
e 14.09 1.500 96.41 8.047
1
HAIEH +5.0778 | (1.00-3.00) +31.431 +1.1520

n=23, IR, 72720, TmaddOE Or/ME-RKME)

(ng/mL) R/ T5HY
25 7
20
—e— B

m 15 A o BEIfA
5
th
i
4

36

24
BE %DM (h)
N=23, F¥HEIZERE

48

PEMETHTGEOR ) 759 OMpiEE

16.2 TRIR

16.2.1 BEOHE
R ANB 12607 A ) /KR T VAt LT
100mg/10mg % B & BR300 #2 12 F55- L 72, WA A TG &
WL CT7 A ¥ OCmax 1.5, AUCIEL . 265123 m.
KT WY OCmadd1 AR, AUCIEL. 265123800 L 722

16.3 24

16.3.1 EEEAE
TAEY) Y ORBWTH LY FIOVEROE KGRI A EE
RAEAICZEAL Ly GRS (<100ug/mL)TIE#I90% Td % A%, &5
JEFE(>400ug/mL) TIERIT5% TH Y. 72, [MCIK FIH¥
%#0.1~10ug/mLOFH TY MIHE 27N L 72 B0 &5 AR
1. 85.2~88.0%Td 5 (n vitro) Vs

16.4 X8

16.4.1 7 A1) VI FISHALE LI TR I L D ) 5 v
BRI S, YU FVERE v s v EfaER ) v o Rs
rETTRB SN D,

16.4.2 K/ 79 F v id3E L LTCYPIA4THRE &, —Eb
CYP2B6. CYP2C19/% USCYP2D6 THE# &b, F 72, Wilkiz
BRESULT2AITO R SN2 (n vitro) °%,

16.4.3 K/ 7FH 13, CYP2B6. CYP2C19/Z U"CYP3A4/512x%F L
TR BMRAF I 2 BB % /RS (n vitro)o T72. R 7T W V14,
IERRAEN 7 CYPLAFEE I 2 b § 2R3 75, CYP2B6 &% O
CYP3A4/GEFEMERNIZIZE A LR E R\ (n vitro) ™Y,

16.5 HEitt
R N B 12007 A /KR T VRaHE LT
100mg/10mg % 81 A £ F AT E A BIG305 23k 5 L 721, 24
FEfI 2 O R HEIERIE 7 A ¥ ) Y RO FOVEEE LCT77.53~
80.80% T o720 Fio, K TTHFIE, 5448 ML E T
WAREH % S R EIEER 127 .683~8.903% Td - 722,

16.6 HENEREH T 28H

16.6.1 BikEEE=EERE
R TTH Tl BHEEESE (eGFR : 90mL/min/1.73m?
Pl b)), 8 (eGFR 1 60~89mL/min/1.73m?) . W45 (eGFR :
30~59mL/min/1.73m?) K OEEEHERES (eGFR @ 15~
29mL/min/1.73m?) ®& 5 EH. L CITKEE A4 (ESRD)
(eGFR : 15mL/min/1.73m*£i#) EEEMRIZRK ) T &
L C20mg# #5- L 7z Rp O SEWBY RE 12 BT T B HRRE R & o i 2
wRRES L 72/ E T ERG L - BRRRBRIC BT, K T U0
AUC ©-int) Je OCumaxld, BEFE, PSR R O E BRSO %
BHECTIIEREERS L T2l . 3~2 45 TU1.2~
1.8f5 8 . BB TSV L, F72. ESRDEHIZE
V7% AUC - K OCnas b, BBEREIEH S & iR L CEN2EN1.3
RO 26580, [9.2.121]

16.6.2 FFikaeE=RE
R T FH 0Tl FWEREIEE S, SBICERE (Child-Pughsy
AT A), TEE (Child-Pugh#H A 2 7B) KO E %
fekis® (Child-Pugh@ A2 7C) DI AEEENRIZR ) 75
F & L T20mgk 5 L 72 O SEWENREIC T 129 IS RE L 5 0>

B A LA E T HEE L Z2BREERICB W T, K T



YDAUC ©in Je OCrmacld BEEE, HEFEE K OVES ERT R ERE 5
&5 BHETIIIFRIEERZ LI L Cenehl . 2~2 65K
1.2~1.8fFE10, [9.3.1&:5]

16.7 EMHEEIEA

16.7.1 K/ 75H >, 502074 L HABOEYENRE
A EERES AR EE HRICIHE R O8H HIZAKR Y o & L
T40mg™ #EE30FHICHERS L, 3~9HHIZZ 9 Au~<
4 & LT500mg (JIfii) % 1H2E, 814 £3055 7112 KA
HL7z3BofEE., K2 7799 DAUC ©0-in) K U Cmaxld, HAHl
BeHEEIm LTy ) Au~<A Y v & OS] 665 K&
O AR50 4 21, [10.220#]

16.7.2 R/ 75H > KAET7 AEU U HRABEOEMENRE
TR AR 2RISR 759 40mg™. 7 A K1) »100mg
S LR oER, K 795 oY ERE I KITT
MHET ALY v o8, ROERHRET AEY oSy EhEEC

o
BT R T I ORBIZOWT, WIS 2% 28

Ronho721?,

16.7.3 K/ TIH¥ >, 34V LHRABOEYIE
M EMERREBA 2 X SRICIHH R U9H HIZI V7 A2mg% Hh|
RS L. 2~10HHIZKR , 799 & LC20mg™ #1H2[H
SAGRE S L -3 OME R, 34T 2DOAUC oo O Crax
3, BRI GE L B L TR TSI L OBV TRY
1.9f58 4 %%, [10.2&H]

16.7.4 £BZHNEYRERETNVICED > IaL—2a3> (U
TJrrEY. IT7FELCY)
R T FH & LTC10, 20, 40mg# H.0$25- 13 10mg % 1H 1[0,
20mg#x 1H1\Z L <12, 7HBAERO#S- L, V77 v €
2 600mgx IHIEBEAES- L& & T, R 7I7H 2 DAUCu
1378 ~81%M Ty CunaxlZ71% X IXT2%M T3 5 Z & A STz,
R T 7 & LTI0. 20, 40mg#k H[H 513 10mgx 1H1
B, 20mg# 1H A5 L {12, 7HMEROES L, =77
YL rv600mgz lHIRIFHEG Lz & T, K7 7% >
DAUCwulZ54%MK T\ Cuexld44~46%(K T 5 Z L AEE S 1L
72w, [10.22H]
) AANE, TAEY 2/R T IH 2L LTI0mg/10mgDREHITH B,

17. BRERRRIR
171 BMERUREMICET 3158
1711 BRAE7 AU BERICE T 3BEEXIETEBES
OBEFEMF
(1) BNFEIHERR (CEERIEERR)
w7 AEY) v (1H81~324mg) OEMHS * VFEL L, D
BB I+ R EEOREEA T 2 BEET R, KT
S 10mgXix T vV 75— )V15mg#k 1 H 1H 2458 F#E 4% 5
L7205 20MBOBBEBRRFETEROLBY)THY . TV
T = VBT R T I U EEOIES DR S,

BHET7 AEY VGBI 5 Bl L3+ ZiRGEEoH
BHE (CZEEWR)
K779 2 10mg 7>V 77 —)1bmg
0.5% (1/197f) 2.8% (6/2131)
—2.3% [—4.743%, 0.124%]"
p<0.0001%2

() (XFE BRI I4
D) BGRR[0 ] 1 mI959%(E FHIX
H2) FFABRAUEA8.7% & L7z, Farrington and Manning|Z & % JEZPEME
EWERSSHSRIE X, R 7 779 U BETI210.4% (21/20261) TH -
7zo EHEIWERIE. R 261, TH (A% ROMmpgEd (4
#Bl) THoiz,

() BN IERAR (RERRAKREHER)
e (1) SBRE# T L BB L RIS, &5 I0RM28H, kE
8OMMAR 2 7 F W 10mgXixT >V 77 —)v15mgk1H1H
HkAEA G- L 72 OISR RIE T RO L BY) TH o 7219,

AT AE ) Y HBGRIZB 5 B e U T IR EE O/
FeE (HEM)

K774 2 10mg 7 V77 —)15mg

0.5% (1/197#1) 3.3% (7/21381)

-2.8% [-5.371%, —0.187%]"

() TSP SR
) SGENE. [ ] I95% KR
BIVEFH S BUBE 1L, K 2 7T % VBETIE16.3% (33/20265]) Td -
7oo EEIWERIZ. B QD). TH F). Mk (460)
EUBIME 161 THh-o7z.

17.3 ZOft

17.3.1 MBFH R MU VICRIFTHE
R 752 &1ALAI0mg X 1Z20mg™ & fEOH%5 L2254,
MEHTAN) MEEZT VT TR TER Y, 775~
HECHHMICEMEE R L7z, IRART ALY VHGHHIICBIT 5
I T T IR i 5 O TSI o R P 5Bk 12 B 1 4 1
BAAT) MEOHERBHILUTOLBY THo72e B, Y
T RIIGE A B ) SO RS % fERR L 72 S, T 238
EEEREEZN S E LBRRBE T, #He 2 2BIEIED 5
7o (B 5AT tha~8HE) 1610,

/mL - -
(pg/m) O 52V75J—Ib 15mgt
2,500 @ £/ 774> 10mgHf
B K/ T Y 20mg
i 2,000
-
2
K 1,500
Y
P
f& 1,000
5001 l
D 0 VD W W G
04
0 4 8 12 16 20 24 36 52 64 76 88 104
S <% (G8)
TEBIE (BI)
F2UF 5=V 15mgB 213 216 215 209 206 203 199 151 144 51 16 1 0
RIT % 10mgBf 202 200 197 196 188 188 186 149 146 63 18 2 1
RITFH 20mg# 201 202 196 194 190 186 186 133 130 58 13 1 0O

HET AE ) 52802 8 03+ ZIRIBEE O/
SR ORI G HERIZ BT AL H A N MEOHER
17.3.2 Az E L RIFTHE

W EEROMRREE LR 779 2 2 1H1EI10mg X1
20mg™ & 52 AMRE IS L7z A . BRI o N I 2 R | 2
B & 7 7 BB T3R80 B L7k 2 o 7220

) AFNE, 7TAEY YR T L LTI00mg/10mgDEAHITH 5o
18. EphZEE
18.1 1EAR
18.1.1 7RAEU>

TAEY) VMR TIVIMEY 7 0t ¥ 24— -1 (COX-1)
EHEERHEST LI DS, POy RFH 2 AL &I L.
MM EBEHIRIE 27730 207 A Y ¥ OIi/MICOX-1
V2R 2 AR FNEAS T 35 1Y C i IMR O 5 5 C B 5 7~ 10 H R F§fe
LT e, TAEY VERFEHRS T LML R
WA S, i - ST OIMEIVER 2 72352,
18.1.2 K/ F5H>

R TIHERIC LM LA RE LT, WHETH )Y
LA F AN TH, K-ATPase* HET 5, K/ 7
T G EEE AR < E B O MR A BRI R BRI AT L C
E R 2 T 5 AL EEBORIBHEIE I LT, K
) TG GRS HIHIE 2 R,

19. B ICET 2BEZIHE
19.1 7XEY >

—fg% 0 7 A » (Aspirin) [JAN)
===
ot

g

2-Acetoxybenzoic acid
CoHsO1
180.16



{bei s
CO,H
I s
RN
PEIR 0 7 2K YIEEEORE, ROUIHE T, 128wk <,
BEPICERED S L, T8 7 — V(OB XIET & b A IETFRT <
TIF NI =T IR RET LT L KITETFIZ e KERAL
F M) AROUEREET ) T AFTICET Ao o 72225
HCER 2 ARG L TR T OVER K OWERRIC 72 B o
R K136
19.2 K/ TZH>
—f% R T 7 < IVERKE (Vonoprazan Fumarate) (JAN]
1b&#44 © 1-[5-(2-Fluorophenyl)-1-(pyridin-3-ylsulfonyl)-147-
pyrrol-3-yl]-N-methylmethanamine monofumarate

45130 0 CirHisFN30:S - CaHaO4
o 461.46
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PR 0 R T I T VERIEIR I~ T L A E PO g R
EEDO R TH B0 T AT IVANKRF Y FIZRRBEITRT NV, N-
VATFNT RT3 FIZRRETIZCL AY = VR OKIELT
1244, 227 A = VROT 2 R PV E A ETEIT 2V,
B 194.8C
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20.1 BIE TR 2 2 X CHERPITHEHT 5 2 &
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R T 790 OFEWHRERBRBAMD (¥ 7 F v 752014412
H26H G2 1 CTD 2.6.4.4)

R T 792 OFEWHRERBFBAHE (¥ 7 F v 7§20144:12
H26H G2 1 CTD 2.6.4.5)

R T 790 OFEYHRERBRBAHE (5 7 F v 7§20144:12
H26H G2 1 CTD 2.6.4.5)

R T 790 OFEWHRERBRBAMD (5 7 F v 7§E20144:12
H26H G2 1 CTD 2.6.4.5)

R T 792 OFEWHRERBRBA® (¥ 7 F v 7§20144:12
H26H G2 1 CTD 2.6.4.5)

R T 790 OFEWHRERERBAHW (¥ 7 F v 7§E20144:12
H26H G2 : CTD 2.7.6.10)

R T 792 OFEWHRERBRBAMD (¥ 7 F v 7§E20144:12
H26H G2 1 CTD 2.7.6.9)

R T 792 OFEWHRERBRBAMD (5 7 F v 7§E20144:12
H26H G2 : CTD 2.7.6.13)

R T 790 OFEYHRERBRBAWD (¥ 7 F v 7§20144:12
H26H G2 : CTD 2.7.6.11)

R T 792 OFEYHREHRBFBAHG  (HLNEEL)

R T 79 v O BREHRERBAW® (HLNEEL)

R 7T v OEERABRES (¥ 7% 7§20144E12H 26
HA&RL : CTD 2.7.6.20)

3)
4)

5)
6)
7)
8)
9)
10)
11)
12)
13)

14)
15)

16) K/ 77 v ORIKRBGED (¥ 7% v 7§E20144512 5 26
H7#&E : CTD 2.7.6.23)

R 7T v OERABED (¥ 7% v 7§20144E12H 26
H#&gE : CTD 2.7.6.17)

R 7T v OEKRABED (¥ 7% v 7§20144E12H 26
H#&E : CTD 2.7.6.18)

R 7T v OEKRABED (¥ 7% v 7§20144E12H 26
H#GE : CTD 2.7.6.24)

R 7T v OERABED (¥ 7% v 7§20144E12H 26
H#&E : CTD 2.7.6.22)

B miTE T sy R v - v CEREE GBI |
11555 . 2007:1889-1890.

R T T v OSEMBERGE (57 ¥ v 7§E20144E12H 26 H
#G8: CTD 2.6.2.6)

24, XBFKRERVEVEDESE
RHEZEM TS D HME
T103-8668 HUHUAR A RIX H AFEARN T B 1% 17
7Y =AYV 0120-566-587
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