2023%F12AET (BB1R)

A=

R

BN : 34

HILEES) A
RoRY RUEE

B REERI RS
872399

FINUF 25 menn
FINUJF 2510 men,

DOMPERIDONE TABLETS

$ESmg $E10mg
AKin s |22500AMX01230 | 22500AMX01231
BiFERIG| 20114611 A | 199647 A

]

2. 2 (ROFBEICRES LBV L)
2.1 KRIDREIIN UBBHREDOBUERED & 5 B
22 HENIIERL TV A RO H 5t [9.55

2.3 HLEHIMm, #MA LY X HILEZLORE
ERDPEILT 2 BENDPH 5]

24 Fus v F WO TEREEE (Yo7 F

J—=%) OBF [FIFIERICED TuI o

FURWERT ]

3. fHRE - IR

3.1 #HRk

WR7E4

FYXRYFYHESME
[YD]

FY~_Y FYEEIOmg
[YD]

FRIRRSY

188, R~ F5mg

1§, FrRY P
10mg

Al

MK, byEOaY
FyTr, kra—A, —
Bitr1#%. FEFY, &
rFraFyFubitio—
A, ATTVYVEMg. b
FuAu—X, vruad—
V., BIbFZ >, HLFT
gy

KA. b EOaY
FrFr. e Ruxysu
ilrtila—Z, )L X
o—ACa. A7 7Y V&
Mg. B{tF5>. FL2o

3.2 BEI DMK

FYRYFY#ESmg

FYRYFUY§EIOmMg

L Y rYDJ

FEIR - HIE HE~MEBED T ¢ LA HEORHEERAD 7 4L

S ola—F 4 vk Ld—T 1 VT8

IS ICIS
BE #96.1mm #97.1mm
B $92.9mm #92.8mm
HE 79mg 120mg

Al — R YD845 YD465

4. FEEX IR

TEERS JUERIRSHOEEEER (B, Et. &
AR, BEEREZE. LAEERRIRRER.

£

(RA)

OB, ETEE. SUIIRRERE
ORNEMEERIF LR R/NEEIR S

UNRE

OFIEAMIEITEE. ESUBRAE
OB MEEFR S

B, e, 0

6. BERUHAZ

15N

BE. FoRY R EULTIEITO0MEg%: 1 H3EI&RTISEOR
59%, 12720, VLR RSBEFRESRICIERORY FrE
LC1[E5~10mg# 1 H3E&/IFEOHRST 5,

TB. ER. ERICK D EEERT 5.

UNR

WH. N2_YRFYELTIHLO~2.0mg/kg% 1 H3EI&
ACO T TROKS T %, 8. £, (FEH. ERICEKD
WHEWT 5. 2720, IHEEBIEIFORY R ELT
30mgE AN &,
T2y 6F U EDBEIRYRY RV ELTIHEEHER
1.0mg/kgZzREET B &,

8. ERLEXIER

8.1 MO BRI R . EANIERESFH S5bN
BT ENHRZDOT, FROHEICEL TE, AEER
ez +AEROS AMRAT S L. [9.7. 11.1.2%
f&]

82K, WEV - L6DENBELNLEIENHLHDT,
AN G O BE I BB EOEEREEER 2 M4 D IR
fElcERSEHZ &,

9. BENERZEIHEEICAHT I IR

9.1 SH#iE - BIEEEDH D EE

9.1.1 DMREDHZEE

QTEESH 5N E2BENIDH 5.

9.2 BigHEEEEE
BER B HobNEBENTH 5,

9.3 TikEEEE RS
BERMR HobNEBENIFH 5,

9.5 1Fi®
FRXIZERLTVWAAEEOH S RHEICIEHRS LV
ZE, BMER (Sv ) TEK. NEEEZSOEESE
ERAPHRE SN TWVS, [2.28]

9.6 1Z7LIR
WELOERERUCBARBOEREZEE L. RAD
Wiz s 2 &, BETHHEAIIAERE
PRISIE, BMER (S ) THIHHRARITTS
CEPREENTVS,

9.7 INR
BICIF U T RICZHARICEEL., 3T UTOAYRE
ICWX7HM LB Z8E T3 2 &, £, BiAIREE, FEL
BETIRBICRSBROBEHEORRBICEET S L, NE
IZBW AR, BERRE, BEIRHET LI L
BH5. [8.1, 11.1.2. 11.1.38H]

9.8 SkE
BEITARETETSHIE, —RICERE CIIETREEE
PERLTW3, [15.1508]
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10. 18E{EA

AANIEICCYPA4TREIE NS,
10.2 HAEZER HAICERTSIL)

A E BRI - $EETTE T - fElRE T
T FTIURKE | ADUKERSIRE | 72 ) FTVVRE
HEAA XAF SRS BE R AT | fERAL 7o

FarzalKRsy
M
rarrawI v
FIFIART I
%
TFuzz) rRE
Al
NaRY RF— L%
FIFNT 4T TI

HBELPI LD,

7 x ) REFNT P
WEDOH KV U 1E
HEHL. 9741
TJaT7TIAhuaA R
BWAEHBETH T
I—-)L7 IVEMB
SED. —FH. KA
13 M — i BE P % 58
BLIZ VARV

AuA FEF| PRI VIERHZRT
L % %o

e AN -] VXY ABF M | AFNZEIEEREE
VIxXTUE REDIEE L 2 2 ED. | T 5,

Ma . AR IRER
ERELTHEN
HBHo V¥FFY AH
AlombEED €=
5 —%fTI,

Hav v#l REOBHHIERD [Hiav VAIOELE
TFLAART I | EWBETHIENH 5. | EBIHER PR
N %] FERICK D —F 2B | OELEES TTENE
FERITLEY |B. hikT B, X3 |HEHERT S,
FAEY T AR | DB L THEREZ
VG HIFTHET 2,

il A REOMENEF T | EWNpHO EFRIC K
Ho 2B EHA HBENBHHDT.| 0. AH OHELER
VRAFVY WAl O# 5 EE%Z % | NATHES NS,

SZFVUE RN

Zua bRy FHE

Al
FRTSTI =%

CYP3A4FAEHA] AHFOMPBES L|BAXEIHEREE D

A bhFarvy—=)
BB Q= A g G2

&

AT 5., /2. 1V
2u2A Ty EDH
HicBWwWTid, QTE
EffiEasntns,

CYP3A4MEEFERIC
BNUP:SI[XAv Al |
ESNhs,

11. BIfEA

ROBWERADPHS5DONB EFHZHDT, BEEZ I
T REFPROSNLBARICEIRS2HIET 274 8
Pl MEETTS T &

11.1 EXGEIER

1111 23vd, PFI745F9— (WTNHHEERE)

0.1 ~ 5% 0.1%R1 SREEANA

7

ZHELALE. 7
us 75 v kR
AW, HLE
fmik, AR
H

HLER T

R, BEUE. MR | AR, B8
EEER. 8. |18, R

Mg 005, B,
Mg I | PR A B
&

IDETTE QTR

CARRE. 3.
O

AHRDHN. 3
. BRK. B
/o F= SRR N
50&

E) BEHEERF UL VB RO T A vay SO RER

Beat,

14. BRALDEFR
14.1 FHRMFEOER

PTPEEDOFEANZPTPY — b 6O L TRAT %
KOEET S L, PTPY—FOEKICED ., O
AP EERBEATIA L, Bii3gflz B U THERER
RECDEBLAMWELZHET LI ENDH D,

15. ZOHhDER
15.1 ERFRBERAICE DB

HSHENC BV TARANC & 2 EHRE 2 DEW AR P25t
PHEEN TS, RICEHARZRELTLHRENZ
BROBET, oY RTPEILI-EOREN D
%, [9.85H]

16. EYENRE
16.1 MoRE
16.1.1 EMPHRIGIEHER

(RU~RU R2EE5mg [YDD)

F>~_RY FU$E5mg [YD] &8 V8E5%2 70 R
F—=N—FICEDENENIE (FORYFELT
5mg). BEERAET16RICHAREBREORS L TInE
hRZELFEEZBE L. BoN-EYEEIS
A —% (AUC. Cmax) IZOWTHEHRT 21T -5
R, BARIOEMFNRSESHER S WD,

Yav s, THI74 5%y — (B, BF. WRE
g, AEEE. OE3ES) 2RI VD5,

11.1.2 #ASESAER (0.1%AK1)

BIESE. RIRAIGFEME. EEoME. R, HEES
DAENBIERDS D 5 bNEIEBHAHDT,. TDEX
SHERPBD S bNI-FEICIE., BEEHIETSHZ
Lo B, NS OERIBVIGEIZIX. HS—F
VR ERET S0 CHEY R AEEITH L. [8.1.
9.7%M]

11.1.3 REEE. B2 (LWIhHERH)

[9.72H]

11.1.4 FrigaeREs. B8 (WIS HEARH)

AST. ALT. v-GTP®O LRE %M IFfrERE. &
EXHODLNSZENDH %,

11.2 ZOHDEIER

0.1~ 5%k 0.1%AK3 SR

iR

B o#% R E
(AST, ALT,
v-GTP, €Y L
v, Al-P,
LDH.EF%)

HENRT A =% BEINTA—H
AUCo-24 Cmax Tmax tiz (hr)
(ng-hr/mL) | (ng/mL) (hr) atf B
By kg
5mg YD) 11.7£5.5 24+1.1 |1.6£1.7|1.4£0.6/6.1£4.3
Fo€) VEE5| 10.4+6.4 25%1.5 |1.2%£1.0/1.4%£0.7|8.0£4.9
(CFHfE + 28R, n=16)
(ng/mL)
357
3t —— F >R FU8E5mg[ YD
s F X VEHES
251 (Al + B, n=16)
w2

4 8 12 16 20 24
HE&REH (hr)

MiEHEENICAUC, CmaxZ0/$5 X — 713, #EE ORI, Ko
BREUEIEY - BRI SORBREMFIC L > TR SAREMD B 5.
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(R¥RU KRVEE10mg [YD])

R>~_Y RrE10mg [YD] & ¥V V$E10% 71
AF—=N—IBICEDFNEFNIE (FORY R ELT
10mg). BHERABTF15ZICEEREREORS LTI
hRE(LRBE ZHIE Lz, Boh-EyEE s
X —% (AUC. Cmax) 22\ THEHEIT 1T > -4
R, MAlOEMFNEFESHER SN2,

HENRT A =% BENRT A=
AUCo-24 Cmax Tmax t12
(ng * hr/mL) (ng/mL) (hr) (hr)
RYRY R U3
10mg YD) 43.3+26.2 11.8%£11.2 | 1.1+£0.9 | 3.7%£1.5
F+o¥Y U§E10| 43.0+19.1 12.8+7.0 | 0.7£0.2 | 2.8%£0.6
(P9 +1R¥ERZE, n=15)
(ng/mL)
25 1
20 | —— F >R FUEE10mg[ YD

s F LY VEEL0

15 | (CEHfE +Z#FZE, n=15)

10

W EEE

0 4 8 12 16 20 24
Fe 5K (hr)

MR FICAUC, Cmax@ED /87 X =413, #EFHOBR, FRo
FRENEIE - R OREBRSMFIC K > TR B RESG D 5.

18. ZENEFIE

18.1 fERKRF
EEIEEEX NCCTZ (L2ERARG & &) ITEA
Us FURN I AERICK D ER) 2 3BT 29,

19. B ICRET BIB(LFMHR
— R ¢ K2~ K2 (Domperidone)
it %# % :5-Chloro-1-{1-[3-(2-0x0-2,3-dihydro-
1 H -benzimidazol-1-yl)propyl]
piperidin-4-yl}-1,3-dihydro-2H -
benzimidazol-2-one
: C22H24CINsO2
1425091
HE~BEEOKEEOMRIIHRTH
%o
Eefg (100) QBP9 A5 =X
Ty =) (99.5) wEiFic< <, 2-7
TN =V THIFIZ L, KiZiFE
AEBT R0,
Bl 1 9243C (%)
ezt

RORS
S
S

N
o

N

cl N

22. a&

(RY~RU Ru$E5mg YD)
1008¢ [108E (PTP) x10]
(RyRU RVE10mg [YD])
1008 [108E (PTP) x10]
1000%¢ [10%E (PTP) %100]
10008E (7L 3I4%)

23. XENHR

1) (BBEERPER : AW2REEHE (385mg)
2) (BRFEEANER | EYENREERB ($E10mg)
3) BTHARERAERLTMBHE BIIEIE. 2021 ;

C3776-3781

24, XEREERERTEVWGHEE
HRESHIBEE  BEFERE
BILRE LRI E3697FS S

{8, 0120-647-734

26. WERFTTEES
26.1 SGERRFET

‘// ttart PR

ELRELMEFIMRS3697 8185
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