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2.1 BEIDB R UBBEDBHER D & % B

2.2 R IIIER L T W A ATREME D & 5 20t [9.52 1]]

2.3 W LI, BRI L X, LB SO BE 5
RAPFET BBENDDH 5]

24 7usrFoaiEo TEAKES(TuS s F ) —
C)DOBREFEHINRIVERICED S 7 F U aiE
f29,]

4. FHEEMIE3H5R

TERED & UERAIRSEFOHE(ERER (BD. B, B8
TR, BEEm. EERRE. BR. Beir. duk)
BA -

OEMEXN. BTEAE. BYIMREBAERE
OMEMEBRIEE LR RN S

T5, 72720 VA RNBABRGRICE RO P ELT
1[EI5~10mg % 1 H3[E BRI E9 %,

B, £ ERICKDEEERT 5.

JINR

BHE. FXY FYELTIHL.0~2.0mg/kg# 1 H3[E & Hij
I CROKE9 5,

mB. Fa.

e, ERICE DEEERT 2.

TR ULIHBESRIEF R R ELT30mgE@BA LN &,
F7z. XU EDOBHII R R R ELTIHEEHAEIR
1.0mg/kgzfREET LI &,
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8.1 MO IREREIRE . HEASNERENH 5 DN
BHTLEFHHDT, KRRIOHEICEL T, AUEELE
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CELOENBLEDLNBIENBHHDT,
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Lo BMER(Z Y b)) TEK. NEEEFOMSFEIERD
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BB EOREEROCRIAREOR R ZZEB L. FAOHK
B2 95 2 & RETHBRIIRERSZH
FHZE. BMER(T Y M) TIHHHABITT 22 A

BIZIF U TOARICIIHBICER L. 3FUTOALRIC
WB7EM EOBEE TS &, T2, BAIREE, FEEW:
FTRRFICREGHROBEDORRBICERT S &, /MRICH
WTHEASBEIR, BEE, BEPRAT L 0D 5,

3. #EAL - MK Al
3.1 #5 ICERSEDL I &,
74 FIEY VS FUEY V410
BRIESY | 18ERER R >R Fr5mg| IR R Y R 10mg 9.1 SHHE - BEFEDHDBE
FvFooNay, BEEKS AR, BEFY 2. AT 9.1.1 RERDHDFE
R TV VB TR L KR, NL AT a Ty
" Fr. e Fuxu—Z(BRES A7 12910), KUK 9.) BHsEERE
ST A=) (ERZT AL, <71 T—)L6000
3.2 RE DMK 9.3 FHikpERREERE
fR7E4 FIEY VS FUEY V410 9.5 1Tim
B (mm) 6.1 7.1
JE & (mm) 3.2 3.4
HE(g) 0.08 0.11 wESINTVS,
9.6 =ILIR
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HbB, V¥yy sl
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TFINVAART I|EHTHIEDD 5. MEEIMEIERH A AH]
VB RIS KD —75 2B | OE L E EE T
FEIILEY B, FIET B, XIEHERENT %,
FAEY T LB EICE U THEZ
MK HIFTHET %,

il ER Al KAIOHRPBFTT|BHNpHD ERICK
HeZ A UA BBENDDHHOT, |V, AEOELE R
VRAFTY WA OG5 REZ2Z NAHESN S,

ToFIUE BT 5,

7a b v Ry FIHEH
F AT 5 — L%

CYP3A4FHZEH] AFOMPEELS LB DI X IEHEED
A FaAFV—V |FT B, /2. TVU|CYP3A4IHEERHIC
IYAAYA I VEIZ T YA Y EDOHE KO ARF O E A TH

[16.7.1.16.7.22R] HiIZBWTIX, QTE|ESNS,

EFREENTWS,

1. BIfEA

ROBWERN S 5o Z LN H 20T BEETFIATV.
BENRD S5NIGEICIZRE2PIET 574 CHEY 2 0E %

FH2 &,

1.1 EXZREIER

M1 Yavd, PFI45FY—(WIFNLEEERH)
Yavr. TF74 5% — (B, Fok. WIREEE. A
HiFE,. OFSFEE) 2RI EPDH S,

11.1.2 SRR (0. 19%K10H)
BIEE, IREREIGHE. EROME., RE. HEES0M
EHNBFERD H 5 DNBZENDHEHDT. ZDKDZIER
BdhHobNizgEIE, BE52hIETs2 s, B, Ih
5 OIERMPENEEICIE. FNN—F VY VR RET 50

CHEY) LB EITS T

o [8.1. 9.75H]

11.1.3 SHEE. B2 (W9 hLHERH)

[9.72H]

11.1.4 FHHEEREE. =B (13N S HERH)
AST. ALT. v-GTP® L7EZ M5 iTeERES, EED
HobhdI MDD,
1.2 ZOftDEIER

0.1~5%FK 0. 1% SEEANEA
FFREER % (AST, ALT,
i v-GTP, CULE .
AP, LDH.F52)
HHEALILE. 7050 F
4B Y bR, AW, AE
Ik, AREE
T {ER. B8R, IEE R, BEEATUR. I8
s 8. BT Ei, IEH (15, Js
B R
R DETE QTEE
T CAKKE. 565. 255
OROB. 5iF. KA.
O IR, DL - 550X

W) FRBHEZIZF VLY Vi MRKROCRIA 0y TOfA

BEREZ &,

14. BRLODFER

14.1 FRIZFRHOER
PTPEEDOHKAIPTPY — b2 5HO L TRAT 5 &
S1EHTHZ . PTPY — FOBMMICK YD FOHAR
PWRIEMEARA L, BEIZIZEFLZ B U THEFRIARED
HELAGWELZHET 2 LW H 5.

15. ZDMDER
15.1 ERERERICE DL Bk
SHENC B W TARNC K2 EE L DEEARRAR L OCZRIRIED
WESNTND, FICEHEZERE L TWABEEIEHO
BET.INOD) AT DNz EDORED B 5.[9.82 ]
HE

16. FEY)ENRE
16.1 MPRE
TERRRRALOBICAAI 1 Omg 2 # i R ELEE 1% 5 L 7z & Z oIk
REHR R OSBRSS A= I T EBY TH- 72V,
(ng/mL)
144

i B i B

— 5
> PG )

QT T T T T

oz 1 2 4 6 8

BEREORS Ul & & 0 MR (P9 E IR #ER, n=10)
HERROHRE Lz & & ORMBE S5 X —5

ti2

tmax Chax AUCo2 (h)
(h) (ng/mL) (ng - h/mL) a 5
0.5 #11 35.5£7.9 0.89£0.40 | 10.3£2.2
a)ti2ldERME X D HREH P fiE + AR R
16.2 ORIN

16.2.1 NAFT7RASEUFT o
SLENBEERATHIC K >R R r60mg# i FEEEO#HS L
L ZEDONAATRAFTEY T 41X12.7% TH - 722,

16.3 910

16.3.1 KAEEEA~ DT
F v MIHC-R > RY R22.5mg/kg 2 REOKCEIRNIES Lz &
. LWITNGREEMR. PR RESICERECSA LA, N
ANDOFIIIHBD TEP 5720 72, BREMEDBREOSNAr -1,

16.3.2 Mi&-AxREPT@EME
Fy MIHC- Ry R22.5mg/kg 2@ M5 Ui & %, RPIR
STEEREE 38 5450. 25~ IR TR & 2 0 . ZOBEFEIREBICE
U 7z B Tl MR R IR ORI /5T d - 727

16.3.3 MAR-REEERIFIEE 1
RS v M2HC- R 2R R 22.5mg/kg % BRI USROS L7
E &, RBNRSTRERE RS IRERICRR S 20 . BHAmEEK
SHHEME I IC BRI 5 CI32. 70, ROBEG T ch o727

16.3.4 BEHNOBITHE
AT v MIHC- R ) R r2.5mg/kg% Bk X3 #2085 L
Tz &, FH AT R IR R 5 %305) . REORESK]~2
R TREIELLY. [9.620E]

16.3.5 MIREEREEE
b MIFEEAEARIIDTO LB TH o722 (in vitro. SHEAN
F—%)o

VRN (ng/mL) 10 100
AR 146 2 (%) 91.8 93.0
16.4 {tas

16.4.1 in vitroREEICB VLT, KFRORF#ITIE, FFrr7u—2»4
P450(CYP3A4) H550% B 5 9 5 Z & hRaniz?, [10.2]

16.4.2 NEANERRAIFNCHC- K >R R 40mgZZEO#S L7z
L&, RPOERBWIIN-BE7 L F Uk E 2oLk, #EhoE
R IAKEBRILARTH 5727,

16.5 HEtt
HLE ABEEERRA3BIICHC- R >R R 40mg 2 RO E Lz & &,
AHDIPICRBETREDRIS% A HRt S Mo 7B, PR E#EHPAD
PR OEIEI3HI3 1 7T > 7z FRAICITHGH24RERT I I KER
PR E N, 24K O RAPFRIERIZE SR D29.5%TH > 72,
—7 . BRI GEOKN66% S EEGHAADNICHRE S iz, £
ZALEO RAHRER K O P ERIE, 2 ZhiE5800.39%
FUHIN0%TH > 722,

16.7 EYWEEER

16.7.1 4 8> 3FVY—)b
HHE AR A LSBNC AR (ROAL 20mg™®, BEES) &4 b5
FV =)L (200mg/H. SHEREHRE) ZHAKRE L& KHD
Cnax & PAUCo-lE FNZN2. TRER OB 2658 L 720, [10.2218]



16.7.2 TURORA VY
SHE N 3261 ARA (RRIOAI. 10mg/[El. 1HAR™, S5HEE
RE#E) &) 2av A 2> (500mg/H. 1H3ME. SHERERS)
ZOERIRG L1z & &, KHIDCrna s PAUC(AUC L TAUCian s5)
W Z N NKIN2% K OFIN67%IEM L7z
FRBICB VLT, QTEENRD 5N, ZOHRNMHE (95%EFHEX )
EAH B 5 T137.52ms (0.602-14.435), TV A< A ¥ B
B 5 T139.19ms (1.678-16.706)  HHA#5 Tld14.26ms(8.014-
20.505) TH -7z, [10.2508]

E)ARFIORAIC BT AR E N f - ARIZ1EIOmg. 1H3ET
H%

7. BRPRAGIE
17.1 BNERULZEMEICET 255k
17.1.1 ERERREER (FRA)
(IBMBR. BTEE. BYBMESIEIRED
WL R PE S RERHR % & D BE65H % 1R, A#1H
15, 30 V60mg#7~154ARIRORE Lz & &, ARRIEBHER
R67.4% (277/4114) . B FIEFET4.2% (23/3141) T O B VIR I A
B85.7% (6/7f1) TdH > 727,
BIVEFFEBIBERE 1. 1% (8/74401) TH - 7z, 588 HNIZEITERA X,
fEERI R, FREE . TR - B, TR B, e,
DETE. T 50.1% (1/74461) TH - 7=,
MBRSEERIRSED
FUBHEIEE A 51D THIL B R ERER & & D B E390M % x4
iz, AHIIE10~60mg#%2~263AMERE L& &, AURE
55.4%(216/390f1) T& - 729,
FIfEFFBSEE 121 .1% (5/438(1) TH - 720 388 5 7= BINEFIIE.
5. ER. RS, . IEM £0.2% (1/43861) TH - 1.
(U RNNEEIR 56

LR ROSBEE G0 D H LR RAER T = & D BE 2386 2 R

io. AR H5~60mg# 1 H~ 194 AREORE L & &, A%

1289.1% (212/2381) Td - 722

BITEFFBUBAE1X3.7% (9/24161) TH - 7z EREIERIEZ. OA
DHN0.8% (2/24161) TH - 1=,

17.1.2 EIRERREER U1\E
BRER K OHEEEEAR SIS HILRRARERFE L OE
R236H1 &R, ROF GEAL K54 20y 7) 285 LEER
BB ORRIELTOMY TH - 721010,

BRSO ARSI, SEAIIEL~4E (K> _Y K2 & LT0.1~
0.9mg/kg) ™ % 1~35HEHEORS Lz & & AL EHIHEE
IEEEIL. 7% (11/120) . L4 RRES 1. 8% (9/1141) % Ui Ek
B A1 5-8560. 0% (3/561) Td - 72,
RIVER B 121.7% (1/590) T > 720
BR&L.7% (1/5901) T > 720

CERITTRR NSRS, FIASay FHILAL~TE (K2R Ky
ELT0.1~1.1mg/kg) ¥ #1 ~33HRENRSE Li- & &, AL
X FEHATENERESD . 9% (38/474) . _EAGEREGWREIL . 5% (43/47
1) B OB IS A5 58562 . 5% (5/8f) Td > 7z
BIERIREBUBERE 131.1% (2/17701) TH > 72 R 5 W7z BIHER]
& T RS £0.6%(1/1775) TH - 7.

W) AHI D/ NRIC BV 2 EEEARIZ1H1.0~2.0mg/kg 3E/H) TH 5.

B 5 NIz IERIZ.

18. ERhEIE

18.1 {EFER
FERE LB OICCTZ (L2 AR | /) I/ERA L, FLRS3
ERIC K D ER R FHBRT 5.

18.2 JH{EEESCMIFTER

18.2.1 BiEENEEIER
IHESAES b — X A ICHE 2 RITS T, BOAFN LI ZE
PR (RO2BF ) Bk L7z (F X)12,

18.2.2 B - TiEGREES SEER
BoHBHES Z A S S5 LEFIC. BaiES-+ 5 hEs)
RERHICERELZ (BLEY MEHE)Y,

18.2.3 BEIHEEDIERLIER
B LERBRE 2R E LR, BHHEGRER (B
BBREN] %2 &) ICh U TIIEERIC . BISTTERNT N LTIl
FICER L. BEShTws BHHEEZERE(E LAWY,

18.2.4 TERRIEIEWERE (LESP) D _ER/EH
AHIOLESP ERMERIZA A MY > o) VEEESEANICHARTE
Bl Lz (f X, e R,

18.3 BIRMRHIILIER
FANBIRICMB T 2CTZOHEE N L THER SN EEEY (7
RELER, VRS, Bl 2%E)ICKHEMZ2KHE THH
L7z (A R)e B, SMFRIE RSSO FRMRRRICNT 2ERAO
EDso& flHAEFADEDso & ORI I3 TR E RN TED 51,
BN 2 BB 2R L7182,

19_.ﬂ§§‘bﬁ)iﬁ(:l%§§'éﬁ1 EFHIAIR

K>~V K (Domperidone)

£Z&
5-Chloro-1-{1-[3-(2-ox0-2, 3-dihydro-1/-benzimidazol-1-yl)
propyllpiperidin-4-yl}-1,3-dihydro-2/7-benzimidazol-2-one

)

2FR
C2H24CINsO2
H7E
425.91
{EFEER
(@)
>“NH
/_/7 N
s
N
L=
cl N
E27N

Bt~ MEAOBREEOHERIIM KR TH S (IcBVIdEL, DT
PICHEREET D),
BRI
FEEB (100) IVETF T A¥ ) — LI ) —)L(99.5)IC¥EIFIC
<<, 2278 ) — LI THIFIT K KITIFEAETBIF 50,
L=
#9243°C (53 fiR)
DERER
logP" ocT=3.20
(R : 75 2aY A F 27 n-* 7% ) —)V/pHT HEEER)

22, @&
(FoEUEEs)
(PTP]1008% (105 10)
(FoEUVERI0)
[PTP]100%% (105X 10). 10005 (108 x 100)
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