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XY R 8E5mg [NIG]

SN R EE10mg [NIG
Domperidone Tablets
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5mg 10mg
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2.1 KA OB LB OREAED & 5 B

2.2 R VIR L CW A W RO & 2 [95 BHE]

2.3 AL I, Bk A Ly AL ILERILOEE EERD
ALY 2 BENDDH D]
24 70T F UMD FTEANE (705 2F ) —<) @
BE WSS UEHICE Y 705 2 F vl a T ,]

3. fERk - MR
3.1 fHX
Wi5e s F> 1) R 2§5mg [NIG) | F o) F U §El0mg [NIG)
BRI |18 0 R ) K Bmg |18 0 KoY F¥ 10mg
BibF %>, AFTY VY | BRibFy v, 27T Y BY
VESPNED %N 7 I SN A )
M, NvAvaFy Ty | I=ViEF N T A, FYE
i LrOAu—A, Ky |uasay 7o, ALK
TNa— ) GBI AL, [, e FaxdTudren
< 21 =2 L6000 O—Z, b7OX0—A, ¥
Z 1 7 )L6000
3.2 BADMK
Wi | >~ F > §ibmg [NIG) | F> 1 F > §l0mg [NIG]
- FE FfaD7 4 VAT —F 14 ¥ 7§
HIE <i>
— =
[ERES 6.1lmm 7.1mm
Fx 3.2mm 3.7mm
B 80mg 130mg
ﬁﬁk’?’gg F t DP5 t DP 10
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bo 72720 VAR PN GEIE F o) R LClils~
10mg# 1 H 3[R & /1IR3 59 5.
B, AEES. ERIC L ) EERT 5,
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HH. N1 R & LTIHLO~20mg/kg?% 1 H 3[R R IZ55 1
TROKG 35, 7B, Fig, KE, ERICEDEEERT 5.
2720, ITHEGRIZ N~ R LT30mga iR awT b,
T/, 6F U EDOBEIR Ry Fré LCIHRSHEIZ1.0mg/
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9.3 FrikgefEERE
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9.8 SEE
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Twh, [151 =]
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HH) 45 FRPRAEIR - SEE T W - fakkr
il RENOF R T 5| HNpHO LA LD
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FoFY 5o

7 bk yRY THEH
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1 Zarvy—u
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~A Y EDBERICE
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CYP3A4BHEERIZ LY
RH ORI E S
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11. EMER
ROBWEHDH S bN D Z ENHHDT, BEE 51T,
EARLD S NTAIIIH G 2 kT A 7 E ) R MLE 2 1T
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11.1 EXEEER

111 Yavy. 7F745%2— (OFRLHEARD)
Tav ., TF74 7%y — B85, k. WU EE, BETE T
B, MVERIESE) 2232 8d 5,

11.1.2 $EESERAEIR (0.1%A0)
BIESE, RERETIEME. B oM, IR, ARSI S O R
FERDIH HDONAEZ ENHLDT, ZD L) BIERDED S b/
WAL, Z5 ik T4A2 8, B, INSOERIEVEE
WZiE, IS —=F vy VRS 5 K 2 LE R (T 2k,
[81. 9.7 M)

11.1.3 BHEEE. TF (WINLHELRH)
[9.7 &)

11.1.4 FFEEEREE. EE (WINOHEAH)
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AST. ALT. y-GTP®O FH7&% 45 IFfEReEE, HHE1H O b
NEZENH5b,
11.2 ZO/OEIER
0.1~5% A1 0.1% A BHFEANH
iR FHEfE R (AST, ALT,
y -GTP, ¥ V¥ ¥, ALP,
LDH F54)
P55 AL, Tug s F v
LA i arw. FE g
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14. BRHEDXE

141 ERZFEOEE
PTPAZEDHANIPTPY — b 225 MY L TR % & 9 R
5T &, PTPY — MORRKIC X ) o TG A RS F R B A~ A
L. B2 B L CHBIAESOEERABIEL 58T 2
ZENH D,

15. ZOMOZER

15.1 BRPRfER ICED < 155k

HHENC B\ TRANC & B B 7 DRI O ZLRIEH S S
NTWoh, FICEAREZHS LTw 2 BELEEKOEAT, 2
NHDY A7 DI 7z L OWED D b [98 B

16. EMENRE

16.1 MiRE

16.1.1 BEEHZS
R NLOBIZ B >R R 2 10mg%x #i & TR RS- Lz &
SOEYTHRENT A—=FIZUTDOEBY TH- 720,

BRI G L & & O3 EE ST A —%

- Conas AUCo %

(h) (ng/mL) (ng - h/mL) . 7

05 11 35579 0.89+040 103+22
XA = R

16.1.2 &R EIEMRER

(K>~ K> $E5mg [NIG])

(1) F>~1 FrgEbmg [NIG] &+ v V5%, 20 A4 —
IN— L) FNEN2%E (Fyx1) Ky e LTl0mg) HEERA
BFICH AR RS LS R MR E 2 HE L. 55
Nz EaE /X X — % (AUC. Cmax) (220 CHEMFT %
1T 724558 RO AW R SRR S /22,

18
16
o Fr~1 Fr§i5mg [NIG)
Uy o L FUEY S
E12r Sy = R, n=12
g
i
M
+
®
g
o + + . . L o
0 2 4 6 8 10 12 24
Be G- Bk (hr)
HWBEE T A =5
¥5m|  AUCox Cmax Tmax Tz
(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)
By~ R g
5mg [NIG] 10 |4221+6.28 1510201 | 056+0.11 | 314+1.02
Ty v 5 10 |4343+918|1479+230| 058+012 | 297117
(P = R, n=12)

MAE IR NI AUC, CmaxZ D /85 A — 7 1%, #HERE o3
af;{)i'\ PR OTREUAIEL - BRSO RS EIZ & » TR 2 W HEMEA
éo

(K>~ K> §10mg [NIG))

(2 Fr~) Fr4$10mg [NIG] £+ wEY »§10%, 7O R
F=N—l k) ERENISE (K Fr e LTl0mg) R
J N LA A AR P S L C L iR AR 2 ) E L
BoN7BEYERE S5 X —% (AUC. Cmax) (2D THEHRIT
AT o 7R TH O AW R S ATRERE S 722,

10
g b o : Fr~1) Fr§i10mg [NIG)
5 e Y1) EEL0
& Ty = R, n=14
g6y
i
£
Lot
&
£
2 H
0d - - . . /\5
0 2 4 6 8 24
P55 OMEH (hr)
SEWBREINT X — &
¥e54 | AUCox Cmax Tmax T2
(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)
R o) R
10mg [NIG] 10 | 273+55 | 7015 | 06+02 | 54%26
175'”” v 10 | 298+69 | 7116 | 07+02 | 47+27

(P £ EHERZE, n=14)
L& RN NMZAUC, Cmax&E D /85 4 — 713, BERE o
?;\ PR OTRIUAIEL - W O BRERG I & o TEZ W HElkDS
ZQ) o
16.2 ORIR
16.21 NAFTXLFEU T«
FRE AR ATHIC K > 1) K 2 60mg % i T E %5 L
T2 EDNAFTTRAFTEY) T 41X127%TH - 729,
16.3 2
16.3.1 FEBADI
F vy MZUC-F ) N 25mg/kg % #E % OHHIRINFRS- L 72 &
& WIS BB, RN, BRI R R L 7oA, i
ANDOGAIIED TP o 720 T2, ZREELRO LN 2o
f:Oo
16.3.2 IM#&-AREEPT @&
T MIUC-F 1) K r25mg/kg® #EI1#%G- L7z L &, N
SHREVE S 133 512025~ 1F I TR & 2 ) . ZOREFIREEIC
7 L 7o TR IMAE R U RIS O 1/56Th - 729,
16.3.3 IMi&-FREERIPT @ E M
RS v MIZUC-F ¥R F ¥ 25mg/keg% SR REOHE S L
7ol &L BRARNBUR BRI B IR G- LR B2 1 & e D) L BRI
?;‘2**W%ﬁﬁ%i}%fiL:kt*\‘%&ﬂﬁ?ﬂ%’z%tﬂizﬂ%\ RO G- Tid2k
o 74 o
16.3.4 BEIEHAOEITH

7o & & FL O REIR B BRI 5723050
FF ClRmIE L 729, [96 Zl]
16.3.5 IMFFEAFEAE
b MIEEREEARIILUTOEBY) TH o723 (in vitro . HHE
}\7_:“— 57 ) o
IR (ng/mL)
MR A (%)

RECEG-121~2

100
93.0

10
91.8




16.4 X

16.4.1 in vitro i ABRIZB VT, Fr) Rz, 7 b
71— AP450 (CYP3A4) 25¥50%R 555 2 AR & n7zb,
[10. ]

16.4.2 HVEI R ASFNIZUC- R > ) R 40mgx &% G- L7z
&, RPOFARBWIEIN-L 7 VR VEE ZoFEE, EFoE
KRR TR - 725,

16.5 HEit
AVE R ASBIZUC- K ) K 40mgx fE % G- L7z & &
AH DRI RE D R95% S HEME S Iz B, R & FhA
OFEMDEE1ZFI3 - TTH o 720 FRAIITF G224 - LLA 2K
B ASHEE S AL, 24BF R O R P HEIEER 335 58 D 295% TH -
7zo — 7. BHICIIIR G- = OK66%05 G- %4 H DINIZHRIE S U
720 REZALROIRAPHEIES R O PRk, TS5 =D
0.39% 12 OS#110% T d - 723

16.7 EYHEIEA

16.71 A bZ3aFJ—Jb
AEE AR ALSEIC K o) B BIHH] 20mgh) . Hia$
5) A4 bFaF = (200mg/H. SHEERS) % A&
Hl7zk &, FryR) FYOCunaxl AUCH=IEENEN2T7H
32658 L 729, [10.2 2]

1672 TYZXAYA >

HHE R B A32B0I B >~y B2 (R H#, 10mg/Fl, 1H4
I SHB K S) £x) 2au~vA > (500mg/H. 1H3

EN 5E|Fﬁ)i?g?3g‘> %ﬁﬁﬁi'ﬂibf’t X, R FYDCmax
JOAUC (AUC M TFAUCznss) (&2 2 AUKI142% I UNF9167%
BimL 7z,

F#HEICB VT, QTEERNF RO SN, ZOmRAME (95%F X
M) xrrRY KR /ﬁiTTXEfT 13752ms (0.602-14.435). TV A
U~ A Ty MG T139.19ms (1.678-16.706) . HEH %5 Tl
14.26ms (8.014-20505) Tdh-o7zV, [10.2 ZH]

1) AHIOB NI BT 5HKE S N2 - ARIE1A10mg, 1H3RTH %,

18. FLHFIP

18.1 1EA#F
RS2 VDo BIREIE TH 5o HEBIOLEBRTICB VT
HBE DA Tl D B IZIIHEIE O E 2 LT b DT,
Dy xﬁ\ﬁtﬂ%ﬁ £ o TH MR R ARAECE 2SR S 1, AL
EREIRRIERIR S LTS NG, T2, P OILEZ AT
X&WH CODZAMIIEIEICHEHS L TWb DT, ZOEMTO
Do RN X A #IHAER Bl Fshdohcid, Fr~xy
R 3 o AR ERIEAE 2857,
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IUHEHERE R b — X A8 & RIT ST,
B (Fo2mFm) BRL7z (f %) 9,
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A L, B %éﬂfkﬂé F kA 2 ERAL L 720 10,
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Fo Y FYOLESPEAMEMIZ A A M) R a ) U Esh k3R]
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18.3 REIRAV L HIM1ER

A BRI E T HCTZORE % M- L Tah 3 S 2 £ Al3E)
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19. B2 ICEET BIBLZRIFNR
—fEry2HE 0 K _1) K (Domperidone)
fb=44 © 5-Chloro-1-{1{3-(2-0x0-2,3-dihydro-1 4 -benzimidazol-1-yl)
propylJpiperidin-4-yli-1,3-dihydro-2 / -benzimidazol-2-one
53 F 3 1 CoeHasCIN5O2
a0 42591
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R A ~EE o RO R IUIM K TH 5, BElE
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(K>~ K>8E5mg [NIG])
100 (1088 (PTP) x10]
(K>~ K 8810mg [NIG])
1008 [1082 (PTP) x10].

23. XEX@H

D P AOEHARZER T EEMEHR JPDI202L.UiE9H ;2021 ¢
501-502
FEPTERL - A A [ S
Heykants J, et al. : Eur J Drug Metab Pharmacokinet.
1981 ;6 : 61-70
Michiels M, et al. :
1981 ;6 : 3748
Meuldermans W, et al. :
1981 ; 6 : 49-60
Yoshizato T, et al.:
1294
7) BB NSE H ARSE TR R, B )N#E ;2021 @ C-3776-C-3781
8) HEI—JtiIh © HFERRE 1980 5 16 : 37-46
9) Schuurkes JAJ, et al : Scand ] Gastroenterol. 1981 ; 16 :

33-36

Harasawa S, et al. : WEFE . 1981 ; 28 : 67-75
JEIURIE A F%?Kbk}\f 1983 ; 13 : 2313-2317

12) RIBERII D - B L35 1980 © 4 1 665-668

13) FIIFII D« [EeE L 352 1980 5 4 - 533-537

14) JEBERE—IZ 2 1 IS HISEHL 1981 5 21 © 179-189

15) Shuto K, et al. : ] Pharm Dyn. 1980 ; 3 : 709-714

16) Niemegeers CJE, et al. : Arch Int Pharmacodyn Ther.
1980 ; 244 : 130-140

24. XEFEKRERVEVEDER
AETHASME BEHT -ty —
T930-8583 E IR 1T H 6421
TEL (0120) 517215
FAX (076) 442-8948

26. HERTEESF
26.1 SGEARIETT

C BETHET Snxen

Nichiko =2 LT i1 T HE&HE 21
26.2 H5TTT

1000 [10%E (PTP) x100]

2)
3)
4) Eur J Drug Metab Pharmacokinet.
5) Eur J Drug Metab Pharmacokinet.

6) Eur J Clin Pharmacol. 2012 ; 68 : 1287-

10)
11)

EEI AR
NicHriko 2 LU 7 5 BB&E?2
26.3 HR5t
BRHEERIEXRASH

ARMHRXEEENTEIES

A-02



