%k %2024 4 5 Aokl (F 8 i)
%2023 4F 4 AkET

TAEY /R T TV T VR R A A

BFIE - ST
AN : 3 45

TFRAEY /IR T2 ITILEEER A i

FPIEUD.ECEHE

CABPIRIN® Combination Tablets

BURIX 5y« 7R SR AL
) EE—EAEOWMTEICLVERT L

A AP oy i
873399

TRRA 30200AMX00432

WR5eBAA 2020 45 A

2. B (ROBHBIZIFHFZES LGNNI L)

2.1 RO LY U FOVER R AN 6 U EUE O BEERE O
b oA

L2 THWFEARIERE, YY) CEEE A RSB
[10. 18]

3 BB OH 2 BE [TAEV DT uRE T TP
A RAMHEIERIC X 0 H oM B L, b2 e &
52 ENHDH] (11 1. 75 H]

A I OB % B [7 A Y AT X 0 i MRASRERE Ak
IHZENRBDHD, B EBRET 28T RH 5, ]
[9.1.2, 11. 1. 4]

2.5 TAEY UEgR GEAT v A RPEEHRERAISIC L D03
TEDOFEF) T OMAREOH 5 EE [EERT AV VIR
HIEEFRIEHLnH D] [9.1.3, 11. 1. 53]

2.6 HETEH 12BN OESR [9.5. 18]

N

N

N

3. #ARL - MK
3.1 #ARK

MR 5E4 ¥y 7Y UhlAHE

HEhEsy | 1EET

TAEY L LT100mg KN

R FIF T~ 13, 36mg (R ) FFHF & LT
10mg)

RO ryEnasFo Ay, fEmEra—2, I An—
AL RY I R— 180, B/ AT TV VBT VR v
K7 D-vr=h—b, ERrFTrEL
wlm—A LT eTFaRra— BEFE T
Nroan AX 7 YLAEEaR) <w—LD, 77 UL
FETTF I« AZ 7 UNFEATF VAR Y ~—3iK, 7
TUER N = F I, T~ IVER

3.2 HHOMERK

HRIE4 7 e CRLEE

ot

|

@ - A BT 4N a—TF 4 Tk

#pl=— F @375

JEAR | b
375

10@

(i)
EAE (mm)  [598.0
JEX (mm)  [$93.9
BHE (mg) |K207

4. MEEXRIEHE
TRAEBXIEMEICE T B M - BT EOMG (BEBEXIE+
BEBOBRENHDEEIZRD)
PRDE (BMREROE. FAREROE) . ODHEE, &M
mMEREE (—AMEMELFEE (TIA). HEE)
- ENfRs N 7S R4 (CABG) 85 5 LMEAR KR E B ENARFS BT (PTCA)
MR
6. AERUAE
WE. RAKIZIALIREIEE (FTAEY /R 7T L LT
100mg/10mg) Z#EM#HT 2,

8. EELEARNMEE

8.1 AKNDOEHELIZHT=o T, EHOICHNESIREZ FEliid 2
REBEE T 2 L,

8.2 MAHIERAE ~DEGIZH Iz Tk, Mo/ MEEESE 2 #il 9%
WA L OMBERICERT S & L b, AMEARRET 5 B
~OFEHIFEEICATV, B PIESRiED 3 > s a—LE21T
5z &, [10.2, 11. 1. 4]

9. HEDER+HTHEBICETHEE
9.1 GHHE - BMERZEOHLEE
9.1.1 MENEERIEZDHRERDHDEE
T A Y XIMIRD R B I R S B8ET AR H 5,
[11.1. 18]
9.1.2 HIMERMNERDH 2 EHE
TAEY NI AR ST A B8EN R B D, [2.4, 11. 1. 45 ]
9.1.3 [EXMEDHHEE
(TAEY U B EFT 56 %)
TAEY VIR TRWI L2 +3ICHEE T 02 & KEMED
BEORIIIT ALY UIEBELEEN T D AMEERH D |
ENLOBETIIEBLRMERELFRIEL LD D, [2.5,
11. 1. 5B ]
9.1.4 ZIa—)LZEEBRLTWVIEHE
TAEY XT3 — L ERRHCIRAT 5 & TR i & 55 5%
XIIHRT A2 En3d B, [10.2, 11. 1.45H]
9.1.5 Fii. DEHTF—TILREXILRE AR LUNOES
T AN ALTFNG, DA T —T AR S R 0D Sk if B A 4
MEELBZNNS D,
.2 BHEEEERE
2.1 BHEEERITOBREEOHSEE
TAEY ANIEREEZBCOIER ST I BENARH D, T2 E
BERERSERE TR, R 7 I OHASEBIET 5 2 ST LY I
HREN LR L85, [16.6. 15MH]
.3 AFHEEREERE
J3.1 FFHEEREEXR (ZTOMEREOH S EE
TAEY ANIHREEEZBCOIER S 28T D 5, £ M
BERERE R F T, R 75 DR HEtSBIET 5 = Lo Xk
D MFEREN EET S LN H D, [11.1.6, 16.6. 22:07]

© ©

© ©



9.
9.

9.

9.

9.

10

10

5 1147

5.1 HEFEBI2ELAD TR

Beh Lz &, T A Y T R O MER . Bk o FL
PISH., TEUGEOME, R ORISR’ 5 BT R H
Do W CORBUE R FTE T IEIRFOT A Y AR &%
KRIEFVHFEORERBRIIEENTH 523, BMEMH LI-5HA1E.
RHROHE M, PERTEGR O L, SRR OME R, BEE, FE0E, B
BOKERD « T/ EOBMRMNEL R HBENERETE 20
EOWENRH D, Tz, b N THIRRICES SNTBE R OZED
FAERICHIMEF NS bl OMERD D, & BT, EIRARH
DTy MG LERBRT, BOIREOBIIREIGEN RS ST
W5, [2.681]

5.2 1 (2L HEFEBRI12ELINOIERIIRR <) XITHERL

TWBATHEMED H B &%

1R EOF MR ERIEE EE2 SRl S bAoA
LT b, vraFdx s —EHER RO AR EEioAE
FA LR OB RERRE K QYR I EUSHE 9 2EAKE D E D
TRLOWERDHD, TAEY TR, 8RR (5o M) TS
EAERDR S bbb & OWENH 5, WRMIMOEE, Wi EIico
RRBBENRHD, R/ T TiE, BB (7 v b) Ik
WC R 7T ORKERR A & (40mg/ H) (2317 %M & (AUC)
DI85 % 8 % HIFTE R T, JRIUAE R O R O, SRR
w (IEPHezE R VRO B | TWONCNBRELH (B0 PR R
B R OSHE TR RE) 2D 5L TN D,

6 22LIR

B ART SEDH L, TALY U BELP~BATT 5 2 &
WEENTWE, R 77V rcid, Bk (7 v b) TSP
~TT D ERWEINTND,

T INR
N R R L LT BRI TN L T u,
8 EkhE

BEOWRELZBE L ANOHEEICRET D2 L, —RICEKET
IEEHERE. ATHRESE O EBIMEREME T LT D,

. HE#%R

R T ITH T FEE UTHERDARBIERCYPIAM TR# S, —E6
CYP2B6, CYP2C19K UNCYP2D6 CHRET S D, Fho, A/ 7T HF X
FIUVCYPSMAEIEH 2 H T 5,

R TIP O FBWAHIERIC L0 HFA I ORI A ik
ST 5 TREE D B D

1 GHRER BHRLAGNI L)
R ERORAERR - HEE L BF - SRR

7 RYEFEAREBE | 7 & EARBRE R T 0Bk

(L AT H YY) OIER ZF5 9 28 4w mslfERIC LY

[2. 25 ] TNnb b, 7 XY e
DOIEFRIENMET L,
7 A2 HFF DT
BEMME T3 5 AlhE
MERH 5,

Ve UERRE (VLR ) VHEERRE R I O HEE

(=¥=27h) OIER ZWE5 T 28 syl ERIC LY

[2. 22 R] TNnb 5, U E Y iR
OWIBAET L, U
AEEY ot
BEAMK T 35 ATREME
Ndb,

2 BEREE (BHRICEET S L)

pEa ERORAER - HEE R | BF - AR T
CYP3A4RHZE A R T7ITHFromfb| 77 ) 2a~vg vy
77V Aan~vA VBEN EAT LA EOMAICE DR
e PERBH D, 75 W0 i

[16.7. 1] NEF L O®RE

Ndod,

* 3k

A E ERAAEIR - HEEGIE | B - fabRIK T
= R OERZR|AR ) 77 OB

AFNY TR

YD A REME A B
o

SPIHRERIZ XY
AR DKL
R S 4L, ¥ T %

T OMPRE R -
HTDAREMR B D,
A NZary—n | EEREFIOERZWR R, 77 0 HEk
F o —EH|35 T 5 FREME A & S wmEIERIC LY
A % 22 G HEAN D i e
FI4F=T PME T 5 ATREMEA
—nF=7 b5,
iaF=7
FNT 4 TFENRAY
JVRRR
CYPSM TR &SN 5 ERREBIOEREZE A 7 77 ¥ > 0
K T4 B A RE MR AY & | CYP3AAIT KT B H
AT NE 2 FAEERHICE D, &£
[16.7.3%M] REHEAI O ARG 28 B
Ind,
HRAN T R o|R ) 7T Y ol | 72 FLSEAT O CYP3A4 LT
CYP3A4FHEH IREEDME T3 2 "lRe| kT 8 /EMIC &
Ve y (MRS5S, D, R)FT7H o
T LV R ELE SN B W]
[16.7.45M] RN H 5,

7= U RGuERE A
UNT U
YN

[8.2, 11.1.45M8]

7~ U U RGUEEEH
DFEMZERL, H
MEFMOIER ., Wik
FHmEsikL 92
EM™HDHDOT, I~

T AR TR
HIZHEE LT <Y
> SR PR A & 4
L, s %, %
7=, TAYY T

U o SRUBEE A 238k /R RS B
B SEEICER HEE R LD

545z, MmiEMZA+ %,
B L 171 FERIEANE ORI T A Y TR
A~ L0 il o R R SR 2 A
ZFsuA B F MNPERT2B8ENN| D70, LAl L

URZNA

HEXalKF-BH
JoR—np FHP
R

£ =V
FEHKNT T

FXYT— b A
B AN R
e

ferREF2Y
v TIVT A
[8.2. 11.1.4&M]

HBHOT, BEE+
ATV, HEET D
Z &,

OfEAIC LY H il
FAHRS N DBE
nrds,




FeH A 5

FEARER. - T 1A

B - SaBRA

/N HEREE B RIE H
AT DAl
F U m vV
"
Ta ALY —)L
7 ua v K7 LIVER
73y
= e AN
pai=oik=sall
FHETLF B
UR7EN
TRAFTT T
ETRAI E1R DY
12358 (B
VA= N
[NURZA
PRI VT — b
YRR
A ayy Mg
FIVEE
[8.2, 11.1.4%H]

JlikEsiail
A= 4
+ — PABF) S5

[8.2, 11.1.45M]

FERLHEFI & OB
&0 i o fEp:
RPN AP Sha (iR
HHOT, BEET
SITATV, EETD
Z&

T AE Y SRR
BEEEMEIER 2 A4
D=, FERLEEHA L
OHFAIC LY H il
FAHEBRISNDEL
nnds,

A E ERAAEIR - HEEGIE | B - fabRIK T
MmzHEmsEs L
NEZBNTND,
U T KELH VF o ahEEAREI| TR v (EHER

T LnmESNT
W2,

) 1387 2L
TS5V DR
ZPNHI L,
R SEDZ LI
L0, VFULDOE
Pt A KT & ¥ 2 2
EWEZLN TN,

F 7 RRFIRA
EResoasFy

FERREER DA & 9
PEEDZ L NWE

TAEY RO
QAL TZ D

BE R A
A A kR
GEfn - x)
MLT7 % I RE

bERA A OER %2
IR L, (RimpE & i
T ERHDHO
T ORI A A 0
BT LR EEEICE
5952k,

TAEY v (EHER
HIRE) IR SRS
A LT ERIE A &
B L, TS,
*7/-. TAEY X
K CIfER: T {EH
2R 5,

AR Rl

AR bLFI—F0
BITER (B BE3mE
B« & - I edRiEE
) NI D 2
LD,

TAEY v (E A
HIRE) LR T HG
BLIEANMLEY
— b LEL L S
w5, 2. TAEY
VIEARRLEY—
b & PRt 2 PR3
HEBEZ LTINS,

VR EhTwa, AEA R IIH LT
Jo— TR R F K, HEOKNETE
Juk IR BT, FIRADK,
YR YRR S Hh
ThHEDEEZLR

T35,

B HEWTA FERLHRAN D VE 9k | 7 A & U AT A R
Turg)u— I EsEs I ERRERIEAEET LB
SR EhTV5, QAL T ZP D
vy Re—L % AA R, BERE A

ACEBHFEF] L. ME%E EFS¥
Ea A A L2 ERBLLNT
A VBRI W,

=tuZ V) rfl=tus V) D TALY LI T e A

pall EMEZHBSEL 2\ 27T DES

LB D, ! il i A R el
E 0 EBIR 2 UL HE
S, =bkrrUE
Vv OER % RS S
THZEREZDLN
T3,

PR EEHEH R FERLIRANDOIE 296k | 7 A Y o (R
AT SV N FIEDHZ MBS, |G TAEFEIRA O

Ny ATa~vwna

REEDE ST 5,

AV a=1" sl A
I

Y27 a=1 "l RV
UNY (ke L AN
L T
B 5,

TAEY (R EE
B1Rs) 13 M AR TR
A Lic VT agr
FU L LEBL,
BEEEED,

FERT A FIEfFEL
BEIFE T A A
AU RAZT
a7z U
[NVRZA-
[8.2, 11.1.4%H]

TAEY v EDOH
12 &0 il Kk O
RO TEE 42
LB D,

BEFPIZAREA,

Tdrx= kA

W7 o= M R
PIRTIEL0, FF
FEEM 7 2= M
REZETSERN
L OWENRHHDT,
W7 o= M R
IZESNTHET S
BRI LB IR R 5 %
JHEICHRT D2 L,

TAEY > (EA R
HIRg) 13 MR BT
HlLiZz=hr
LEB L, RS
Do

AT a7z
FraFt
= VA
2B AREI

TAEY DI /ME
EEAEE IR 2 0855
THEORENRH D,

M/ MRD S 7 a4 %
v —F-1 (COX-
1) L7 ALY DRk
BEAET 2D L
EZHNTN5,

BRI MK I SR B A
T2V T I NE

TR HY T I NOFI
ERZ BT8R L, Wk,
BETLE O AR AR R
FER, REHET > R
—VRAEEEZTZ
ERHEIR TS,

T AR Y R miEER
HIZREA LT 4
VIIRNEEHL,
Welf s 5,

Bl B AR V' A
RERABT
L R=vnmy»
AFNLT VL R=
=g

TAEY v (EHE
P b)) & OfF K
R BB AR R
FlawEds e, ¥
UF AR EE R
T ERHEINT
W5, E72, ML

PEFPIZAREA,

R VIR R

TAEY & OH

a Y CRMBERTE S

[11.1. 78] W2 K 0 VbR A | H R WM MEE S
T endbs, |5,

Zr7ual) AAKFY BEENBETHZ| TAEY O

I ARY v LB 5, 2k, BEEOR

YEM &M AR
HEEZLNTND,




K2 %

FEARER. - T 1A

B - SaBRA

VA 7% N

TAEY DM
LT s
A B O I R 2
AT EenHD,

BEFFIAT,

TOURBET TV
Dy. R ARFH A,
S MHEUA

F< ko

NEDZ N =

b R AR A
x5 D EAER O
& (in vitro) \ZHBW
T, TAEY Tk
D e A D IERE S
BN EHT 52
LMD,

FERRHEA BT A Y
L IR E AR A
fLCHEB L, R
M EREA EAT S
LEZLNTND,

BRI R k=
WY A P A

BoRE o B il (B
R, SREE%) | H

SSRIDFE 512 & v 1.
VN N e

(SSRI) myEk (FEHmeE) v, 720 o
TNRFY I U~ | BRRESN TS, |PEHIC XY HimEm
LA R DR THEBEZLD
i el N AN nTnsd,

%

[8.2, 11.1.4&M]

T L a—)L HLE R AR S| 7 ra— it kb H
[9.1.4, 11 LAZR] N dBENRH S, fhilEEF LT AEY
VDT AARR T T
VU AR EERIC
X, ez Ek
AT 5 &
EzHNTND,

1. 8lEA
WORWER D b d T EWH5HD T, BEEE+0IATV BE
MNRD LN EICIFE G 2P IR 57 Sl @& 2179 Z &,

1.1 EXILEIERA

11,11 GRmskE L. |EBRIERAE. BMEREL . M/MRELD . BEF
BRI (BHEAR)

[9.1. 1]

11.1. 2 hEMSRKIBFEFAERAE (Toxic Epidermal Necrolysis: TEN).
R EHIZARAEIREE (Stevens—JohnsonfE(ERE) . ZTHIBE. RIRRIER
B (HEEEARH)

M3 2avy, 7H745F— BHELRH)

VA IRTFT 4 T X — (FEREEE, SEAL, mAEVEE, &
WIBE) BhobbdZ b d,

11.1.4 Hin (BEERH)

b 5 O SEZEP Y I (FIIER « B, T - EM:, EARREE
JURREEAE) . ML, ARE M, s, REEREN S bt
LHTENDHD, [2.4, 8.2, 9.1.2, 9.1.4, 10.25/]]

11.1.5 WmEFRME BEHE )

[2.5, 9.1.3&%M]

11.1.6 FrigeEfEE . &E (B AH)

AST, ALT, vy —GTPEEDZE L\ E5F- 2 5 ITHREIE FH08H2 & & o
nNo52ehbs, [9.3. 1531]

11.1.7 GEetEESE. e - KinEE (BEERP)

T (A LF) E0E D BIES - + IS E O LIRSS B 5
PNDHTLRDHD, Eio, B LM, BAERL BAE - BHEL I
/MG - RIREER H b Z End b, [2.3, 10. 28]

11.2 Z0OtDEIER

0. 1~B%ATi A A
Vet G NN R AT AR = N Rl I B =3
R, L, IS, BB IR, Hfn, BACRE
K. HEA PR
R IBUE WL, RS
B R I T
iR i, GRS MR T (HiRFRER)

0. 1~5%Ai BRPEARD

Rt it HEV, B, SR

e AST, ALT, AL-P, LDH, ¥ -GTP®
k5

T ik PR PR

ThER M AR T Mg, DR

0% & KRG, gk

R FlEE, e, HOG, T

Z DAl N WP, REHET > = X
PRk, R

13. BAERE
13.1 54K

TAEY T, HR OFE, B, IR, S, B OB
FEOYPERD S M TIRE D ERITAE EEE ORI T
N a— A AGHIIET VB A R R, AR R
HohD,
13.2 WiE

PNk, H e, ISR G (7272 L, MR OVE R R) . BRI
NZEDT v R=2 AFIE, 7u VR (72721, BHREDS IE
WOLER) . WRENT, ERET 2 HEIE L TT I,

14, BRLDZEE

14.1 ERIRMABEOER

14.1.1 PTPEEEDEFNIPTPY — bWV L TRAT 2 L 545
HIBHZ L, PIPY— FORAIZ LV | B RS BRI~
AL, BIZIFBEA%E B2 L THERIARZEOBEE 2 G OHEL 5T
HZENH B,

14.1. 2 KENONBSEIGEIETH D720, o= v Bz,
DORLIEY LWT, ZOEENETIIRASEDL Z &,

15. ZDHDEFE

15.1 BRERERAICE D <15k

15.1.1 A 7T ORMBEETICREOERY — 72RO L
DOEENRD B,

15.1.2 A 773 F 0 OGP HEICLDEREZRBIT 22 L83
20T, BETRWZ L E2HERO S 2 BH5THZ &,

15. 1.3 WM BT A EBOBISENE T, Tr bR T A e e X
—IZ X BIBRICB O TBHREIEICHE O IRBIEE . FRAEET. %
HEE T U 2 7 BIMAHE ST\ 5, Bio, EHREROESIR
(I4ELLE) OIRIREZT T2 BE T, BIO ) A7 B3Nz,

15.1.4 ¥MCIIT D EICABRE & 55 & LIcBEOBIETE T,
T bR T4 e X —ERG LB BN T/ e A N Y
T 4 T 4 S L D BIBREGED Y A 7 EINAEE ST\ D,

15.1.5 FERT v A FHEHEREREAZ BRI G Sh T b etkic
BWT, —FHRANERED N ORERH D,

15.2 JEBGERERERICE D  1FHR

15.2.1 R/ FTZHF Tk, ~ 7 ARDT v h2A4ERIR OGS AUE
HRBRICBWT, R I IV OiERAR (20mg/B) (2RI H0E
T (AUC) & (SR OIRER B CH OMR N IS, K300
THOBE (vUR) 23, £/, KIFLLE (v U R) KUKISSRE
LLE (F v ) CHEEEAZRD 5T 5,

15.2.2 in vitroDRERIZBNT, TAEY VED T VT v UG
IR ESNDEBDFHIANAEK (P RT) I nvras
A E2HE L E0oMERDH D,

16. EYEE
16. 1 mrpjREs
16.1.1 BEE%kS

(1) 7AE Y v

EEFER N BM228IFICT ALY /R TTHF L LT
100mg/10mg (FEAHER 5) T 7 A Y U IBEREE100mg K VR /7
TP gE1Omg (FFRG) & 7 1 24— "—JEIC L0 #l Al R



TH1EHEE L7207 A8 Y v O3EMBIRES2) /N T A — % K OV
IERREHEBIIRO LB TH B,

AR TRGROT ALY OEYBEE/ ST A—F

Chax Thax AUC (last) TI/ZZ
(ng/mL) (hr) (ng * hr/mL) (hr)
X 786. 1 4. 000 975.7 0. 4151
7
+349.18 | (2.00-11.0) +327. 58 +0. 12045
677.8 4. 500 899. 8 0. 4894
y
B +404.26 | (1.00-12.0) +323. 46 +0. 98199

n=233, IME AEUE(RZE, 7277 U, Toae TR (e IME— e KAE)
(ngé(rJ?)L)_ FREY Y

—e— AR

~wo- BHIGHA

o il B
e
8

Pedd L oo s

0 2 4 6 8 :O 12
B 5% DR (h)
N=233, FE+1ZHERE

A T RGO T ALY o miEpiRE

(2) R T T
EFERANBESBFEICT AT /R ) FFHF L LT
100mg/10mg (FEAHER 5) T 7 A Y VIBEREE100mg K VR /7
F W U BELOmg (P S) & 7 v A4 — "—IKIC L 0 BRI A T
LR1EHR G LD R ) 75 W OEYEHREFA) ST A — & KX
MEPREHRIIRO LB THDHY,

R TRGREDOR ) 77V OHEYERETF T A —4

Crax Thax AUC (1ast) T1/2
(ng/mL) (hr) (ng * hr/mL) (hr)
14. 77 1. 500 97. 36 8.172
LAdE
AL & +5. 0945 (1.00-3. 00) +32.128 +0. 81625
14. 09 1. 500 96. 41 8. 047
B
HiAIpE +£5.0778 | (1.00-3.00) +31.431 +1. 1520

n=23, VIIME AR, 7272 L Toad PRl (eI M R AE)

(ng/mL) RITS5H>
25
20 4
—e—EAHR
Mm 15 o BiFIft A
-3
th
B 10
;-3
51
0 Abrrr—————— ; ; ®
0 4 8 12 16 24 36 48

B E5%OEHE (h)
N=23, EH{EIFERFE

HEHEAE T RGO R ) 7Y o Ol iR

16.2 BR4Y

16.2.1 BEDEE
ERANBELRHICT AEY v /R I A E LT
100mg/10mg % FARBHAA30 3 2 (2B 5 L 7o e, il TG & Lt
B L CT ALY U DCu L1, SN, AUCIEL. 2fF I, A ) 7
TP DCu T 1. AITHIN, AUCKEL. 2518 L 727,

16.3 9%

16.3.1 ERHEEE

TAEY ORI TH DY FOLEEOE AR A RIT M PRk
TFRNCZEL L, RIREE (<100 1 g/mL) TIEAI90% T B 73, i
(400 1 g/mL) TIXRITEN TH B2, E£72, [MCIR ) 7TV %0.1~
10 p g/mLOFPATE NMFEHIN LI-RF D ARE AL, 85. 2~
88.0%Cd% (in vitro) ?,

16. 4 {3
16.4.1 7 AU X EICHLE I CIAKGRIZ L Y F1

RSS9 U FARITI A BRGSO ) v E
ZCRBENS,

16.4.2 R 7F5HF L xFE L L TCYPAMA TR &7, —FBCYP2B6,

CYP2C19 K O CYP2D6 TR & 415, & 72, WilBisfE iz RSULT2A1 T H
R#tsns (in vitro) *?,

16.4.3 KR/ 7 FHF 0%, CYP2B6, CYP2C19K% UNCYP3A4/5iZ5%f L CHE

BURTER 72 =R 2”9 (in vitro), F1-. R 7TI7H 0%,
T FE R AT IO 72 CYPLA2FA B F & o 9 TR 28, CYP2B6 K Y
CYP3A4/53BH/ERITIE L A ETRE R\ (dn vitro) 57,

16.5 ettt

EER AN B2 T A ) /R T EAEE LT
100mg/10mg % IR Ha £ N AL PRLA305 e 5 5- L7 IRE, 2405
BORPHEMFZIT ALY VEROH U FILEEE LTT7.53~
80.89% T o7z, F7o. R/ 7T W%, B8 £ TIgit
B aE R PRI ERIAT. 683~8.903% ThH 720,

16.6 HRENERERT HBE
16.6.1 BEHpEEERE

R T TV T, BREEEIERF A (eGFR : 90mL/min/1. 73m*LA k) |

#ZEE (eGFR : 60 ~89mL/min/1.73m*) . 1% BE (eGFR : 30 ~
59ml/min/1. 73m?) M OV B B A RERE 5 (eGFR : 15~29mL/min/1. 73m?)
DI 5 HEF . WONTKYIB A4 (ESRD) (eGFR : 15mL/min/1. 73m*A
i) BEEMRICR ) FTH L LT20mg a5 L7 EEo 3Ky H)
RBIC KT B R b 5 O B2 B A et L 7o S E C M L 7= B IR AR
IZBWT, R T TP DA i K OCrnl T, BEEE, PEER O
TR B RE R O b B BB CITBHERE R L i L CEheh
L3~2. ME KON 2~1. 8fF@ < . BHBEDK Ficfhv gL, &
72« ESRDEEE 2351 DAUC (goinr) L DNCraxl T, BEHEREIE R & LRl L
TENENL MEROL 265m 0, [9. 2. 13R]

16.6.2 FHigREfEEEE

R T TH Tl HHBEIE R WONZIREE (Child-Pugh/y%H A
a7 A), PEE (Child-Pughm A 2 7B) K OVE B FHERE R
(Child-Pugh/PEA 2 7C) OHIBEEXIGIZR ) TIWF L L
T20mg% & 5 L 7= e D S BN RE I [ E T I HERE 5 O S8 % Rt
L 724MECENE L 7R RBRICB N T, R 7T HF L DAUC (oinp)
B OCa T, BREE, PR O TR RERR S O & 5 B Tl
REIEHRE L i L TERENL 2~2. 6f5 ) . 2~1. 8fE @&\,
[9.3. 1]

16.7 EWHEEER
16.7.1 iR/ FSH, 450274 L UHRABOENSEE

SMERERER A BEE GG A B L UOSABICAR ) 77 & LT
40mg™ ZENEI0NHICHEES L, 3~9FHIZZ T Aa~Af ¥
> & LC500mg (F3ffi) Z1H20E], 514 &30 ARG Lzt
BROFER, B 7T F L DAC i B UCparlE, HIMPEGI & LLE
LT 7V RArvA v O AEGRICL. 665 L O, 4587
510, [10. 28]

16.7.2 iR/ FSH>, BRAET7RAEY UHRABOENBIRE

HERER A B 2RI R ) 7 FF v d0mg® . 7 AE Y 2 100mg% f
MG L=RBROF R, R 7TV oy@eic Ik H&E
TAEY O FOIRHET A ) oRYERRIC TR
)T ITFOEBIZONT, WTNLH L REBITIR LN 2D

ST,

16.7.3 R/ F5Ho, S 4Y5 LHRAKOENBE

SR ERERERR A 256 RIS 1H B R OYE BIZ R &Y T Aomg % Al
A5 L, 2~108 BIZR  7Z7H & LC20mg™ % 1 A 200 S ERE
A5 L7230 R, 24T LADAC i K OCoudd, B
LR LB L TR 7Y L OIS 1984
%12, [10. 28]

* % 16.7. 4 EEFHEMRERETIVICELSLIaL—2ar (VI7

YEYVY, ITFELVY)
R FZH L LT10, 20, 40mgZ Bi[a# 5 (X 10mgZ 1 H 118,
20mgZ 1 H 1M L <2l 7THRREROERS L, V77 ey



> 600mgZ 1 H1REIJFREEE- Lz & & T, R 7 TH 2 DAUC,ILT8
~BIME T, Coand XTIOUET2E T4 5 2 & AHEE ST,

R 7ZH L LTI0, 20, 40mgZ Hi[lH#5- XX 10mg% 1 A 18],
20mgZ 1H 1 L <132kl THRKERATKEL, =7 7Ly
Y 600mgZ 1 H1EIfEAE S L7z L & T, R 7T ¥ 2 DAUC,.1E54%
JET. ConlTA4~A6KET 5 2 EBHEE S Y, [10. 258 8]
) AENL, 7AEY /R T TH L L T100me/10mgDECAH
ThD,

17. ERPRALIE
17.1 AERUVREMHICET 55K
17.1.1 BEAE7RAEY U EREBICET58EEXIEI+2I5GES
DEFEIHI

(1) ENFEMERER (CETRLERER)

BAET AU > (1H81~324mg) OEMHGZLELE L, HhOF
5 3+ BRI OB TR A A+ 5 a3z, K/ 77
P A0mgXILT v Y 7TV — v 1bmgZ 1 H 124 R 05 L=
RG24 % OBIBHBERILI FTRO LBV THY, vV TT
VBT DR ) T T UREOIESHERR D S,

BRHET AV RIS T 5 B IEE I+ FERTEE o /%
R (CEER)

R 77 % 10mg F 7T~V 15mg

0.5% (1/197f1) 2.8% (6/213%1)

—2.3% [—4.743%, 0.124%] ™
p<0.0001™

() TG/ FEAT %R
D) FHRERZE, [ ] IZmHos%E i X
1E2) HFAERFEZS. 7% & L7-, Farrington and ManninglZ & 5 3E
YRR E
RIVEFZBUBEE 1L, A 77 U BECILL10. 4% (21/20261) Th-o
Too ERBIWERE. BERE CFD . T (LB KOum gk (441)
Thol,
(2) ENEMAEHER (ERERRAKGHR)
kR (1) BBAEKT LIDBREEXIRIC, S HICRE28E, &ES0
EEAR 77 o 10mgXiET v Y 75—/ 15mg#% 1 H 1Rk
G LEBOEBEHRRITROLBY THo79,

RAET A UG RHCBT 2 BIEE T+ BRSO 15
E (HER)
R T 7% 10mg Z vV 7Z ) —/15mg
0.5% (1/19715) 3.3% (7/2134)
—2.8% [—5.371%, —0.187%] ®
() VI B/ R BIEL
) BGRR[0 ] 1 mifo5% S8 X
RIERZEHBERL L, R 7P U RETIE16. 3% (33/202(1) TH-
Too EZRBIWERNZ. R QHD . TH CF) . MmoskEd (4f)
KOEmE (16]) Thol,
17.3 20tk
17.3.1 MFEHAR MY VIZRITTEE
R 77 W %1 A1EI0mg IE20me™ %% O #H L. iE
HA NV AMEIZT Y T T —NABELRTR ) I TR
BRIC B A R LT, RET 2 UG 2 BIEE
VA R TEE O PRI il O R i GaBRIC I T D fiE S A R Y
NEOHBRIILL T O LB Thotz, 2B, R THICIIET
AN AEOEE & WIS U7 HiE., + IR A g L
L7z BEPRARBR Tl B0 REHE GRS bivle (54 T%2~8
JEFHEJ) 15~18)O

(pg/mL) O 52Y75—Ib 15mg

2,500 @ R/T 7Y 10mg#
W R/ TFY 20mg#

B

2,000+

NS

+ 1,500
v
2
8 1,000+

500

0 4 8 12 16 20 24 36 52 64 76 88 104
e = (GA)
FEBIH (B1)
S2V777—Jv 15mgt 213 216 215 209 206 203 199 151 144 51 16

1
R/TFY 10mgBf 202 200 197 196 188 188 186 149 146 63 18 2 1
RITFH 20mgB 201 202 196 194 190 186 186 133 130 58 13 1

RHET A Y CERGRHIIS T 2 B X3+ s o m3
P OE B HRBR I CBT D IMEH A b Y AAEOHER
17.3.2 R iBREEICRIFTEE
MBI R OMERFRE L LTAR , 7Y 0 2 1H 1E 10mg X
20mg™ Z52 MR NG L. BRSO PNy (2 B
5 IR BB AN EER 8 B ie o 7219,
) AL, 7AEY /R 7T L LT100mg/10mgDELAF
Thd,
18. EHER
18.1 EFARKF
18.1.1 7REY Y
T AEY AFEAETIIIMEY 7 X2 —E-1 (C0X-1) 15
PEEMLEST S Z L6, ba RS H A0 ZH L, /MR
BHERRIIHRIER 2773, 207 AU L O f/MICoX-112 53 5 1E
FUEAR A Cl/ MROFGTH HT~10BEFHET D Z L0 b,
T A & EELT D & MR IR A S,
#e - R OMHIER 217372,
18.1.2 iR/ T3 H>
R T TP IRBI L BIEE LR LB, AWTH Y U A
A AN AR THT, K -ATPase 2 [HET 5, R 7F¥
VIR A R < T BERIAG 0O 8 A2 B SR RFTEI 7R 7 L C T R AR
T 5, IEE O RERER R LT AR 7
SRR % 79720,

19. AR CET 2EEFMMR

19.1 FREU Y

—ff4 : 7 ALY > (Aspirin) (JAN)

{54+ 2-Acetoxybenzoic acid

453 ¢ CoHs0,

53 : 180.16

b=

CO,H
¥
OACH;g

PER : 7 AR AT EAORR, RIXITHART, ([cvidad, #
MCEREN DD, =& /7 —/(95) X7 &' AT, ¥
TFNT—T JUTRRET T < AKITEFIZ< W, KERLT b
VU LI SOTREE T B Y U ARIRICHET D, o eZEk T
2 AR SR L CH U FLER R ORI 72 5

Rl : #9136°C

19.2 R/ F5H>

— x4 R ) T 7~ LB (Vonoprazan Fumarate) [JAN)

b4 : 1-[5- (2-Fluorophenyl) -1~ (pyridin-3-ylsul fonyl) -1/~
pyrrol-3-yl]-N-methylmethanamine monofumarate

23130 CorligPNs0,S + C4H,04

5y f-Hk ;461,46

(b
o\\ N
o=}, - HOC 00N
H
N\ | N.
CHs



PR - R FITP T URIEIT AR~ L A L RO UL
EEOBETH D, PAFILALKF T RIZORDRIT0F< .
NN-UAF)TE b7 I RIZRORBETITS K, AF 7 — L RUK

WRTHIZ L, 2-7 X)) — VRO | b= h U LTI E A ETR

RN
Al : 194.8C

20. BRLEDEE

20.1

BHEMR 1372 2 RPN D 2 L,

22. @
PTP 10082 (108X 10, FZHEFIA Y )| HRE0082 (T FLIRFIAY)

%ok 23, FEEK
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2)
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4)

5)

6)

7)

8)

9)

10)

11)

12)

13)

14)

15)

16)

17)

18)

19)

20)

21)

T A /R ) TV T VERER A BE DI ERE R Y
##5 (20204F3H 25 KR : CTD 2.7.6.1)

Federal Register Vol. 63, No. 205. 56802-56819.

R T T Y OEYTREFER ARG (¥ 7% ¥ 7582014412
H26H7#ZR : CTD 2.6.4.4)

R T T Y OEYTREFER D (¥ 7% ¥ 75820144712
H26H7#ZR : CTD 2.6.4.5)

R T Z Y OEYTREFER ARG (¥ 7% ¥ 75820144712
H26H7#ZR : CTD 2.6.4.5)

R T T Y OEYTREFER ARG (¥ 7% ¥ 75820144712
H26H7#ZR : CTD 2.6.4.5)

R T ZH OEYTREFER D (¥ 7% ¥ 75820144712
H26H7#ZR : CTD 2.6.4.5)

R T ZH OEYTREFER RO (¥ 7% ¥ 7 5E20144712
H26H7GE : CTD 2.7.6.10)

R T Z Y OEYTREFER RO (¥ 7% ¥ 7582014412
H26H7#ZR : CTD 2.7.6.9)

R T Z Y OEYTREFERAGEO (¥ 7% ¥ 75820144712
H26H7GE : CTD 2.7.6.13)

R T Z Y OEYTREFERGEG (¥ 7% ¥ 7582014412
H26H7GE : CTD 2.7.6.11)

R T TP OFEYERERBARAEG FENEERD

R T TP OEYERERBRAREG (FNEERD

R T Y L OERBEBRAAEE (¥ 7% v 7 5E20144F12 H 26
H7&RE : CTD 2.7.6.20)

R T TP DERRBRERED (¥ 7 % ¥ 7HE20149512H 26
H7&R8 : CTD 2.7.6.23)

R T TP DERRBEREDO (¥ 7 % ¥ 7520149512 H 26
H7&R8 : CTD 2.7.6.17)

R T H L ORGSO (¥ 7% v 7 5E20144F12 H 26
H7&F8 : CTD 2.7.6.18)

R T TP DRERRBREREQ (¥ 7 % v 75E20149512H 26
H7&RE : CTD 2.7.6.24)

R T TP DEERRBRERED (¥ 7% v 7HE20149712H 26
H7&RE : CTD 2.7.6.22)

BERR EPME Sy K<y - S~ U 3REE (F11
RO -, JE1=ESE. 2007518891890

R T TP OFFERERAAE (¥ 7% v 7 BE20144F12H 26 H
KGR CTD 2.6.2.6)

24, XHERERUBLEDLEE
HEHES TERRSH < T 0 Hk=E
T103-8668  HUEUHLHYLX A AMEANT =T H 13K 15
7Y —XAF/L 0120-566-587
SZAFRER] 90 00~17 : 30 (LEBE - BAAER 2HR<)
KRS BERERE 4 —
T108-8242 HEHSHEXHERG2-16-4 W)l F v KV hTLH
]7_
EEE 0120-189-840

26. BLERFTEESE
26. 1 BLEIRSETT

HEHEGRTRERIASH

T540-8645 KERMHPRXEEBINTEHIES
26.2 1Ri%

AERREMAEH

T101-8535 RREFTFRAXHHETEA 2-9
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