*20244E 9 AkET (B2 hR) HARERM Y EES
202312 AERET (8 1HR) 872399
BRE | EIRRTE ARES HrFehiia
B ¢ 34 $%2.5mg | 22400AMX01024000 | 20124E125
4% 5 mg | 22400AMX01025000 | 20124F 125
HIEEEENRE =R
. O W ~ iy
ssxms EY U RJ I VERIGEE
(o] S -
EYITURII G 2.5mg UG
(] > -~
TEY I VRO #1845 5me UG
Mosapride Citrate Tablets
3. #88K - K 8. EEREANER
3.1 #ER 8.1 BIEMASCEE L HEERE. BESHODNLIENH D
. HRRS - DT, BHICDI>TEBRERE LW &, £z, BEIOH
(1 g8) BACRIR, RIES. BRIRAERE RS

D-vv=h—l, bYETRIATTVS
Yo eRoFrFuiltio— A,
BEMK (B REREE Fod s
TaEltla—R, AF7Y VEET
TH3Y A, eFOuXu—A, w0
T—)L6000. BLFHy . FLY

D-v>=ht—. bETRITFVS
Y. eRoFyFuitio—2,
BEEKT (R REREE FoF o
Ja¥iltra—A, AF7Y VT
TrIA, bFuxu—R, vru
T—)L6000, LTS >, LT

HFE 97U RITU@
HKAIY 2.645mg (£
TURIITUEBIEE LT
2.5mg)

EYTYRTITY
EAIESE2.5mgl ]G

HE E97Y R7TVEE
HWAKMY 5.29mg (€Y
TUVRIZIVBIEELT
5mg)

EHSYRITY
E31ESE Smg [JG)

3.2 EFEIOMEIK

HR7E4 & - Al HE - KES - Hi Aala—r
KH HH IE
EGTYRIIY|ABOT A VL R
FEIESE2.5mg (]Gl | a—7 « » V8¢
[EXES Ex HE
6.1lmm 2.6mm 78mg
KH i Rl
N | BBEOEFRRAY | . ag
YT RS A — @j — JG E38
ERiESE Sme [JG)| 2 )
T T
RE % BE& =i
9.lmm 4.6mm 3.6mm 155mg

4. MEEXIFHMR
ORMBERICHSHESEER (@wer. i - 1Bl
OROBERFFICKLBNU D LEBXEREREEILEDH
B

5. MEENIBFMRICEHET FER

EBOBERSFICE B/ D LEEXIRERERINE DR
BT MUY L BV T L REBKES YT AROEK
REET MU U LAEEROBERES (=7 Ly 7EanNAEA)
DS o OB vEEA & OO IC L B BRFEBIEERS LTV
me [17.1.1 3]

6. FENURZ

(BMBERICHSHEESRER @eiF. B - IEi))

EEL BRI, Y R UEREE LT 1 HISmg# 3 [0
AT CRITEZIEBRICRORET 5.

ROBEREFIC KDY D LEBXRERARERNE DR
BE. FAICE. BOBERSEAOKRSHBKICET 7Y K
I UERIEE L C20mgz OB EEEA (J9180mL) TREO#H
595, 7z, ROBERFABEGHR TR, ETY Ty
BRI E L T20mgE DEO/KTROKET %,

7. BENUBEICEET R

CIEBMEBRICHESHEIEREIR (@eF. i - [Eit))
—EHME GEF 28R #5%. BLESEROSEICOVTET
il HEMEDONREREITOVTHET A &,

U\ FAI SRR,
DIERD D 5 bNHE . FAlZFIE L. EREIEET 5
EOET S L, [11.1.1 BH]

9. HENDHREZEITZEEICHTIER

9.5 i
TR IR L C W AR O & 2 4213, BB Lo/
ekttt % LA EHMESNABEICOARBET BT &,

9.6 1=Z7LIR
BELEOERERUBARBOAREEZER L, BAOMTEX
b2 BET 22 L. BMER (v N TAITAOBITH
WEESNTWVS,

9.7 INR
INBZE R E Uz BERERBR I EM LTk,

9.8 SEE
BEORELZHE LN HERICRET S L, —RICEHRE.
B DA TEREENE T L TV 5, b, BEBRICHESHE
(EEERICHWABRIC, BIEAMREKE L2510, BE (fFl
ZIX1 H7.5mg) §57% M RNBEZTY> L,

10. BE{EA
10.2 HAER HAISERT R L)

HEAEE FRIRAEIR - BB % B - falEET
) MAERZET 2HA | ARAIOERABES 9 2 ATHE | AH OHILE EE) O (A E
7 haey WH 20T, fla) YA AR a9 AFEERED

TFNAIART Iy & |2RAT25EE. IRAB|RECIORRT 2720,
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ST &,

1.1 EXBGEWER

11.1.1 BUERTR. FFHEEREE. BB (LI LHEERH)
BIEM %, FLWAST, ALT. y-GTPO LREZ S EE X
FREERE . BESHODLNDIZIEMH D, FETICES 72D
b5, (8.1 2]

1.2 Z0ithDEIER

(BMBERICHSHEBEER @wlr. B - [El))

1~ 2% L%k B
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(EOBETARIC KD /N U LEBXIRERRERINLE D))

1 ~ 5 %A 1 %A1
HiEE MEER R, TR, B | BEARE, BT
JHF I vYLEro LR
R (TR IR
20k PRI, FREH MEAERER, R, Bk HRER.
LDH®D L&

4. BRLOER

14.1 FAIZFHOER
PTPEEDOEANIPTPY — b2 5D H L TIRAYT % & SR
95 &, PTPY— FOBHICE D, B ST REREA
FIAU. BIIEFILE B I U THERIR RSO EE 2 & fHE 2 ff
HKTHIED DB,

15. ZOfthDEE

15.2 FEERAREERICE D < 1E3R
Vo SRR I R RO E R 8 0100~ 33015 (30~100mg/kg/H) %
BHMZO®RS L-HE (7 MO4GERM. ~ 7 Z92E/M) 12
BOLT, B (FHRERER O RREEEEES) ORERD
ERMED NI

16. ZEYIENEE
16.1 MRE
16.1.1 BG5S
(B 5 Bl Z2f8RE £+ 7)) N7 T U EE Smg | BEO#HS))

[ Tow () | Cox (ng/mL) [ Tz (h) | AUCow (ng-h/mL) |
[ o0s8x0.1 | 30727 [ 2.0%0.2 | 67+ 8
FEL RS

16.1.2 BOBERSEHAR

(BERERA. ZERERSEY 7Y M7 T UERE20mg (1 [EH) ZOHR5%. BOBEREH
(=7 Ly 7RAENAA) 2RAL. 1EEORS, S 2KHEEKEY 7Y N7 L U KRiE
20mg (2[EH) FEOHS5)?

feed il Trax_(h) Crax_(ng/mL) AUC (ng-h/mL)
LEE (24%10) 1.0+0.5 116.1£35.1 150.3445.20-2
2[EH (23f1) 2.5%0.2 272.6+80.9 848.84301.4(0~29
FHE R R

16.1.3 &R HIEIE SR

YY) R UEEEESmg [JG] EHAEF VEESmgk Y
OAF—=N—IEICEKDZFNZNI1EE (FT Y R VEEIEE
LT 5mg) MEMABEICHEAEREREO®RSE L ClEhRE
fLABEAREL, BonizEYEE/CT X —% (AUC,
Cax) 12DV TI0B BRI THRETENT 21T - 72 #5F. log
(0.80) ~log (1.25) O#HFENTH D, WAIOEYFAIEEM
BHER S NIz,

(ng/mL)
30 ¢
25 —o— EY Y R L UBEHESmg ]Gl
—e— JAEF V§ESmg
%20

Mean=S.D.,n=15

0 1 2 3 4 6 8
BE#OKRE (h)

ESUEN AT S

HE T A= BEINTA—H
AUCos Crax Trmax Tz
(ng-hr/mL) (ng/mL) (hr) (hr)
EYTSYRTI VB
+ + + +
1252 5 mg ]G 42.16%13.40 20.99+9.18 0.8%0.4 1.8+0.3
HAEF V$E5mg 40.04%10.66 20.19+6.33 0.7£0.3 1.9£0.3

(Mean=S.D., n=15)
MAEFREI ICAUC, CoaBFED /8T X —F 1%, #EE OREIR,
AR OFRENEE - REEORBREICE > TRLZFRENH
Do

16.3 97

16.3.1 MEZEEHEEER
99.0% (in vitro. & bIfE. 1 pg/mL. BRAL A8k I P
BITE)Y

16.4 X

16.4.1 ERMHEN
4-7 )VF O Y IVEREEAD

16.4.2 {XHEHREE
FELUTHE T 7 VA aRy VLEOREE. ik EL
AV VBSMOBIERORY YB3 MOKBRIbIC & > TR
éﬂél).S)o

16.4.3 {XHEEER
F& L TCYP3A4Y

16.5 Hett

16.5.1 HEItHRIR
FRepr, EE(EAHT

16.5.2 HEtt3R
B 5 %A R F TORPHRIERIT, REE L LT0.1%. ER
WY (47 Aoy DVEMEEE) & LTT.0%Th 7Y (12
FERRA. ZEEREY 7Y R T VERE Smg | ES) .

16.7 ZYMEE{ER

16.7.1 TUXOXRAYY
YY) R T UEEEISmg/HICT ) 20 <A ¥ >1,200mg/H
EHALLLEZA, BHMBSRKICHRT, £ 7Y FoRSEM
BB E 342, Ing/mLA 565.7ng/mLIC EF U, FEHHIZL.6
R 52, AREREICIER L AUGo-4l362ng-h/mLA>5114ng-h/mL
I L 729 (BRRRUA) o

16.8 Z it
YY) R T UBESE2.5mg [JG] &, [EEPEZ 20
EFERA O L FREEEABET A N T A > (PEISEILH24
H RAREFRE240045 FIH2) ] IcESE, €Y o
CEIESESmg [JG] ZiRHEBAI L U7z EHEBROM R, 1B
ZHIIEFCHES N, EVENICRZE L AE SN,
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17.1 BZERUTREMICEET D ER

EOBERFEC LD/ D LFBXEREARERILE D)

17.1.1 BN DE56%
N LFEEXREERBEORLBICBII AT I VEEED
HeEatEsd, SO E MR E LTEMS N, FOMKR, Y
)Ry T UBEEROBERER (=7 Ly ZEENAA)
PERBED [HKBNY 7 LOMBEERA T ] RO [HKRBER
BOBAIT] IZOWT, 797 UEERICE SR\ &EWHE
@Bani. [5. 3]
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BRERMRASH (E5 7)) Ry TUBIEE =7 Ly v EA
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RN 5 %L ETdH - 2 BIERIE. BEEE3 6l (6.3%) T
B0,

18. FERpZEIE

18.1 {EFARERF
TV P D UBEIGERN 20 b= VS HTSR B4R 7 I
ZZNTHY . HLENERERICHFERET 25-HT XA K% R
MU, 7EFILa) VEOEAZ N LT EMEUTIRIELE
EEEEERZRT EEX SN TN IE,

18.2 EERHIEEEBBEER

18.2.1 B, THEEEEEEER
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W, EY Y R T UBE Smg 1 B 5 T EHIEEEA %
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(2) iAo BHLEEER (v VA, 7y ) RUBEEAOE
PHUEEER (Zv ) 2Rd. &b, LEBORERSTHE
PRHEHEERIZRES %12 10 (T b)o

18.3 TERHILEZENREER

18.3.1 BIHESRUASYIXITEER
B KAFIIAEGER R O N A A EEER 2RI 17 (£

LEY M)
18.3.2 fEHEADEEEMRERUKSEEFMEA BROBE
FEEEH A

BOBEWEH (=7 Ly 7EENAR) #E5ICE2EBEAO
IFNREZEEL, SOIEBNOKTEREEZRE LTS (£
JLEY M),

19. B IR 2IBEFNAR

—fit BV TV N YT VR

(Mosapride Citrate Hydrate)
 4-Amino-5-chloro-2-ethoxy-N-{[(2RS)-4-(4-
fluorobenzyl)morpholin-2-yllmethyl}benzamide
monocitrate dihydrate
CaHusCIFN3Os « CsHsO7 + 2H.0
650.05
HE~HEHEDOREEDHRTH 2.
N N-DAFVFLLT I RSEEEE (100) ICETS
FTLAY ) =R REITFITL L TY ) =)L (99.5)
IEFIZ KL TKITIZEA EBT 20,
N N-IRAFIIARILT I RER (1-20) 35Eetk
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22. Q%
(YU RT T VESES2.5mg [JG])
1008 [108% (PTP) x10]
(EYTU RIIVEIESE S mg [JG])
1008 [1088 (PTP) x10]
5008 [105% (PTP) x50]
10508 [218% (PTP) %50]
5008 (79 2F v BB NT]
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