3k

#% Q0255 ARE] (554hK)
* 20249 ASET (5530R)
B L EERE
BXHARS - 34

HAFERM O EES

872399
ARES HR7epAta
#E5mg 22500AMX01209000 19964104
#£10mg 22500AMX01210000 1996%10H

A EEEE I EA
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RY~U KUgE5mglJG]
RY~RU RV$210mglJG]

Domperidone Tablets

2.2 (ROBEBIICIFBELEVNT &)

2.1 BEIO B 125t UBBTE O BERED » % B

2.2 M{LEHM., B L A, MLESRILOEE FERS
BT H5BENDH 5. ]

237U 0 F ot TRIKES (FussF ) —<) ©
BE RS UERICED a S 7 F U nilzIEd . |

3. #ER% - MK
3.1 f8Am
e R~ R2$Esmg [JG) | R Y R U$E10mg [JG)
15 1R
BRI HE FrxRUYRFY HE RFYRYKFY
Smg 10mg

BRI, NLAvaFy Ty, RUEZL7ILa—)b
(B FANS) « AFTIVBI T XYL YL,
v7axXxu—2x, v7uaId—)L6000. BLF ¥

NIl

3.2 HE DMK

5% K> R ogEsme 1G] ‘ R >R R $E10mg [JGJ
@ - JE HED7 4 Vbha—F 1 > 75
v @0 =8 ) o
BEE 6.1mm 7.1lmm
=
re Ex 3.2mm 3.4mm
E 80mg 110mg
Hala— R ch26 ch27

4. WNEEX TR
TERES JUEFIESEOELESEER ED. Bll. BHRF
#r. BEEREESE. LEEERREL. ERE. v, LK)
A :
O BMBER. BTEE. BYIRMLERE
O MEBMERAIF LR R/NNEEIE S
INR
O EHAMIRITAE. LSUBRERAE
O B MERAIE ST

6. AERUHZ

BRA
WHE. Ry Ry ELTIE10mg# | H3EARTIRORS
Do 72720, LA RNRBFBRERICIE R RY FreLTl

8. EEREFRNWER

8.1 MO I REFRIET R T . SIAIMSEREFH o HND
ENHBHDT, KAOHRGICEL Td, AEEZetz+0
EBROSZMHEHT A&, (9.7, 11.1.2 3]

8.2HRS. ®FV - K5OI NHEDLNEZIENHHDT, KA
HEHOBFICIIEBHEOEEEERZE M D HEMRIEIOERS
5T &

I BEDNERZEIZREICHT IR

9.1 BHIE - IEEEZEDH 3 FE

9.1.1 REDH D EE
QTEENHSDONLI2BENDH 5.

9.2 BiREREERE
BEERP B HobNE2BENNH 5.

9.3 FFiEEREERE
BEWERP B HobN2BENNH 5,

#%9,5 § i

IR IR LT W A ARER D & 2 M IId, 1aR LD AN
AEEt EE S CHESNEBRICOABRETH I & B
EE (T v b)) CHAABONOSEOHRSGE (FREERE)
TEK. NEEFFORFEAPRESh TV S,

9.6 RIALE
R EOFHREROBARBORREEER L. AL OMRY
BHIEEZBEFRT L. BETHHARIRERSZRITS T
Lo BMER (Fv b)) TAHPABITT 2 EPRESNT
W3, [16.3.4 28]

9.7 INR
BICIF D TOARICIIHEICER L, 3T TOALRITIZT
HUEOERZEIT2 I & 7o, BUKIRRE, FEERE TR
IR EROBEDONBICERT 5 2 & /NRIZBWTH#EAIE
FER. BREEE. BREPRETL2IEPH S, (8.1, 11.1.2,
11.1.3 ]

9.8 SinE
BRI 5% EERT S & —RICEHE TIIEEBEPET
LTwa, [15.1 %]

10. 1BE{EH

AHNEEICCYPIA4THRH SN,
10.2 HAER (HAISERTST L)

[E5~10mg# 1 H3E&RNIEOHRET %,
mB. Fi. ERICK D EEERT .

IR
BH. Ry Ry & LTIHLO~2.0mg/kg# | H3EARIC
S CRAORET %,
%B. Fhn AE, FERICKDEEERET 5.
722U IHBESREIE R R R & LT30mgEBA TV &,
Fio, 6T EDBEEHEREIRVRY RV ELTIHESHEIR
1.0mg/kgZRELT 5T &

A% %

ERARAER - $EEST IR

W - fERET

T ) FTIRKEM
T F A
FarzalRs Iy
ralravwdr
FILFNRTY 5%
TFu7 ) R
Nna~Yy) K—)L%
SOANTATTNA
oA RELH|
LY s

PR A E 3R T R R
VSRR REIR A FE B
L9 %%,

T ) FT I RREM
HREAA, 7Fu Tz
VRZ S V-lE St o)
NI VIERZA
L. S9FLT4TT
LA a A REFNL R
THFA—ILTIVE
MBS E5, —H. K
A I — i RE Y 2 38
BLIZL WSROV R
INIVIERZEET %,
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BT B EeNH 2,
TFy ) AMAF O
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Do

a) VA
TFVNAIART IV
2w
FX I LB
FRAEY T LB
KA

Do

AFN D B HEH AR 25
FIBIENHD. E
RICKD =T 2 HE.
kY 5, ITBEIC
ISCCHREzH 3 TH
59 %,

i) CAIDOHLEE
B MR A ARA O
LEEH FUEFH &
9%,

A hFarJ—)L
EN S= i SV
[16.7.1 ]

95, £/2v TY RO
<A T EDHAICB
WTIE, QTEEN#RE

HlEEA AEIOMESEEET 2 | ERpHO ERICED.
HyZ B A5ETA BZNAH2O T, W | REIOHEERAE
VRAFV RlokEREEEET | ES3Nnb,
FoF VL E %o
7o kv Ry THEH
FRAT T =&
CYP3A4MEZEH] AEOMPEEN LR (B O X IEFHEED

CYP3A4FEEERIC &
D AHIOREPIEE S
N%,

ENTWN5,

1. BIfEF
ROBEWERANH5ONHZENHZDT, BELZTHITITL,
BEDPRD oNIHEIIEIRE 2T 274 CET L LE 21T
ST &,

1.1 EXBEIEA

N1 vavd, PFI7453F9— (WTNGHEARHR)
Yav s, TFHT74 7%y — BB, FR. WIRRE. HET
fE, OERES) 28T H5.

11.1.2 #ASBEER (0.1%K )
RIS, IRERAITFME. EROME. R, FHEEZFOMEI
BERPHEDONDIEFHEDT. COLIWERPH LD
NIHEIE, BEEFIET S L, LB, N5 DR,
WIBHIZIE, FUS—F 2V VAl RET 5% SEY G AE R (T
52k, [81. 9.7 2]

11.1.3 BHEE. B8 (LWIhLHEERE)
(9.7 2]

11.1.4 FFgaERE. 8E (WL HEARR)
AST. ALT. y-GTPO LRE %MD FFHERE. BEF S5
PNBIENBD B,

11.2 Z D OEI1ER

0.1~ 5% 0.1%K1if S

i JFrRERE (AST,
ALT, y-GTP, ¥
JLe >, Al-P,

LDH_E7%)

[ Fapl ZHALIE. Tu
70 F v bR A
o, IR
R AR

HItER T &R, fEFE. REER
ER. . 19
U BD, MR,

ISR i

FEER AR . B
LNk

BT EE DETUE QTEER

FZi& CARE. 5.

ZOF

Z DAt ORDH . 3
T BRAT BRI

HEWN - 55D

) FHREER VLY VEE MR N T A 0y TOMAR
BREEE D,

14. BRLODZER

14.1 BRZMEOER
PTPEEDEANIPTPY — b SMOH U THRAY 2 &L 515E
952 L, PTPY— bOREEICK D WA BEREA
FIAL. BICIIEFLZE B C U THERR A S OEE 2 ahtiE & O
HITDHIEND B,

15. ZDfthDER

15.1 BRREAICE D < B
HENC BV TARANT & 2 EE L DEEABIRKL OZRRIEV IR E
SNTV2, RICEHAEZREL TV HEENIEROEE
T INEOQY R PEBINILIEORED H S, [9.8 BH]

16. EYENRE

16.1 MoGEE

16.1.1 EYZHIREF K ER

(RYRU Rug5mg [JG] )
R> ) RUESmg [1G) &8 VEE5%. U A —/)\—
BIZEDZENEN28E (RRY Ko ELTI0mg) RFEAS
TIC SR B AR RS L CmiEh R R Y R EE 2 RIE
L. Boni-#yehe )¢5 X —% (AUC., Cmax) IZ2OWVWTH
SHRANT 21T o 72K R WAIOEYRNESEES RSN,

(ng,/mL)
16

12 r —e— R~ FU§ES5mg [JGJ
o FUEYVES
Mean= S.E., n=12

i AN A RN /A Y =
(o]

4
0 L o - .
0 6 12 18 24
5% 0 (hr)
HE S5 A— 5 SENTA—F
AUCq.p4 Cmax Tmax
(ng - hr/mL) (ng/mL) (hr)
fol g 4221+1.81 | 15104058 | 0.56=0.03
5mg [JGJ o T R
FUT Y VRS 43.43+2.65 | 14794066 | 058+0.04

(Mean£S.E.,, n=12)

MEFFBEELCICAUC, CmaxZn/ 85 A — 713, #iEE DR
R AREOREUESYL - BZORBREMFIC L > TR L S ATHEN
Wi,
(Ry~RU RVEE10mg [JG] )

R~y KU8ElOmg 1G] &7 ¥ V§E10%, 7O AF—
N=FIEDZENZTNIEE (R R &L T10mg) B
ABTFIC ISR B R S L ISR R R R R %
FEL. Bon-E YR/ S5 X —% (AUC. Cmax) 122\ T
MRETERNT 21T o 7oA SR, WAIDEM MRS, SRSz,

(ng/mL)
16
g
f 12} —e— FuRY Fy$E10mg [JG)
F —o— XY VEEL0
>
~ 8 Mean+= S.E.,, n=12
)
ié 4
i3
0 : * .
0 6 12 18 24
5% O8I (hr)
HENRT A% SENRTA=F
AUCq.24 Cmax Tmax
(ng - hr/mL) (ng/mL) (hr)
[NEZAWR NS
10mg [1G) 43.62+£2.32 14.75+0.55 0.58 £0.04
+o¥Y VEEL0 42.01 £2.35 14.54 £0.57 0.56 £0.03

(Mean£S.E.,, n=12)

MEEFREIN KICAUC, CmaxFD /87 X =213, #HEREDE
R AREOTRENEE - RS ORI & > TRL S8
NHo.




16.2 DRUX

162N NAFTPRASEUFT ¢
HENBERA7HIC K> Fre0mg# iR N ERO%S
LI EDNAFTRATEY F 4 1312.7%TH > 723)

16.3 90

16.3.1 {MBEA~ DD
F v MIMC- R R R 2.5mg/kg RO K% OFIRNES L
feEE. WINLIBERBE. P RES I CEREICHm L
B WADODHEIImBD TEDP > 720 £/ EFEELEDOSNZ
ol

16.3.2 Mi&K-AiBaFTEE %
Fw MIMHC- R Y R22.5mg/kgEEOKE Lz & &, B
PRET BRI R 13 H KRB IR U 7 Rl C IR MR RS BRI EE O
¥1/5CTH->7-9

16.3.3 IMi&K-PEEZRIPTEE %
THIRT v MCIC- R 2R R 2.5mg/kg % SR AR 3%
BlLizb&, BBAKSTREREIRSIRERICESE LD,
RHA MBS REIR B IC L RBIRNIR S TIR2.765, EORE
TI2fETH o729

16.3.4 BELPADBITHE
BT v MHC-F oY R 2.5mg/kg % SEARMN UL AR %
U7 & &, T ae s E 3B IR 54307, BO#RS
B~ 2BETREIGELEY . [9.6 BE]

16.3.5 MIREEHES

b MIEEAEARILUTOEB D TH 73 (in vitro. H+
BEAT—%) .
wNEE (ng/mL) 10 100
MFEEZEEER (%) 91.8 93.0
16.4 15

HAE R ASFIC 14C- R >R Y R 40mg # & #%5 L7-
Lx, RPOERBMIIN-IL7 L F k& 7 0fasEk, #Eho
FEREWIIAKEA IR TH > 725

16.5 HEttt
SAE MR AZFIC 149C- R >R Y R 40mg 2 & 05 L 7=
L& AHYRICHRBETRE DSBS HRt S iz, 2B, R
EHEAADOPEROE SIS 1 7TTH o RPITIZR 524
R LA IC KRR D AR S h. 24RO FRPHR R I3RS 8
D29.5%TH 70 —7H . HRITIIHLEEDH66%1 %544
BRI Bk S N7z RE(CIAD FR R i 3R % OV R Bkt =R
X ZNFNREED0.39% K UHI10%TdH - 723) ©

16.7 Z¥HEEER

16.7.1 4 b33V =L
HENBBERALSHIC R Ry (OAl. 20mg® | B
m#5) &4 +Fa)rJ—)L (200mg/H. SHEKXKERS)
EHABRG L& R FrOCmaxKkFAUC «1d %
NZN2.7RROB2EHEM LT, [10.2 B8]
F) AFIDORRANICB T &R S Nk - AEIX1E10mg.

1H3ETH %,

18. ERNEEIE
18.1 {ERE
LEBE(LELNICCTZ (bR AERTIZ28%) I/EFAL. R
IS UAERICK D ESN R FEIRT 50,
18.2 ML EEEIICRIFTEA
18.2.1 BEENBEIER
IGESEES b —X RAICHEEZRITS T, BOEHNLINNEZ
ERRE (F928[) AL (£ X) 9,
18.2.2 B - TiEB A EEBErER
BoOHEESH BRI S LR, BRIER-+ 2185 HE
BaEHICEEL (BLEY MERE) 9.
18.2.3 BHHHEEDIER{LIER
HHEEEHEEREREEENRE LB T, BHFHREEER]
(BBEEMZ &) 10 L CIMEERIC, HITTTERNITN L
TIEIMHPIERAL, BESh T2 BHHEZEFELL
7», 10). 11)
18.2.4 ‘F“Bﬁ:“aﬁ.’ﬁﬂﬁmf (LESP) o tE=E1ER
R~ RYOLESP EREAIEH A MY 3 v EEfEE
FCHARTERE#RELE (X, B ) 12013

18.3 BIRN I HIIL{ER

BHANEIRICMIE T 2CTZORE % /T L THER I NS SEEY
(7RELER, LRI, BLbLRE) ICX3EHE2ERE
THMHILz (4 R) o %8B, FMEERKISEO PRI
I BIEHDEDs & HIHAEH DEDsy & ORI IZ D TR E %25
AR 6. BRI HIHER 2R Lz 149710,

19. BT ICRET 2EBEZHNAR

—%E9RHE : N>~ R (Domperidone)

{54 : 5-Chloro-1-{1-[3-(2-0x0-2,3-dihydro-1 A
benzimidazol-1-yl)propyl]piperidin-4-yl}-1,3-
dihydro-2 A-benzimidazol-2-one

DFR C22H24C1N502

SFE: 42591

% R BE~HEEORBREOHRINRTH 2.

EEEg (100) 1B 9 < X&) —LXiFZLy ) —

L (99.5) ITWEIFIC <\ 2-7 a8 ) —)LICHED T

BIFIC KL KITIFEAEBIT RV,

Q

SenH
N/—FN
.
S

B R #9243TC (59)

22. A&

(RURU R>EE5mg [JG] )
100%¢ [10#E (PTP) x10]
(Ry~RU RVgE10mg [JG] )
100%% [10%& (PTP) x10]
1000%% [10%E (PTP) x100]

23. EB XL
)R AR REEEHE (5mg)
2)HAER L EMERNESEEHE (10mg)
3)Heykants J, et al.: Eur J Drug Metab Pharmacokinet.
1981; 6: 61-70
4)Michiels M, et al.: Eur ] Drug Metab Pharmacokinet.
1981; 6: 37-48
5)Meuldermans W, et al.: Eur ] Drug Metab
Pharmacokinet. 1981; 6: 49-60
6) 5+ /\E H AR H#EHE. 2021 : C3776-3781
7)Yoshizato T, et al.: Eur J Clin Pharmacol. 2012; 68:
1287-1294
8) BEH—ITII A HIFEAEE. 1980; 16: 37-46
9)Schuurkes JAJ, et al.: Scand J Gastroenterol. 1981; 16:
33-36
0)Harasawa S, et al.: ARIEE. 1981; 28: 67-75
DFIRBZIE D BERECAIA. 1983; 13: 2313-2317
2)ARREFRNT A B EFEE 1980; 4: 665-668
13) AP A B & F2 1980; 4: 533-537
4) BB — 13 IGASEHE. 1981; 21: 179-189
5)Shuto K, et al.: ] Pharm Dyn. 1980; 3: 709-714
6)Niemegeers CJE, et al.: Arch Int Pharmacodyn Ther.
1980; 244: 130-140
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