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BAERA EYU RJ I VEIRR
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BIHARA : 34
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T URNsTumiEsR2.5mgrr=77)
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Mosapride Citrate Tablets 2.5mg*5mg “Chemiphar”

2.5mg 5mg
AERES | 22400AMX01062000 | 22400AMX01063000
HR5ERAME |  20124E12A 20124124
3. #BR% - IR 9.6 1R7LIR
3.1 #HR% BELEORRMEROEBAREOREE ZEE L. HAOM

Y KT UBERE | VT RO T UERESRE
2.5mg [7377] Smg [737 7]
(BHR) E¥ ) RV VEE|(BR) €SI RV

BRIEGY | EAKHIP2.645mg /KI5 29mg
(1%EF) (B TY R UVEEE L|(E9 Y RO UEEE L
72.5mg) <5mg)
KA., b EQaYTFU Ty e RaFySuy
LEra—2, EB#EEL Fofy 7ol tiio—X,
AFTIV VBT AT L e xa—R, TV
MOIFII, BbFH . ZILT. ALFoNay
3.2 HFIDOMK

. YT N7 T UEEEE

s 2.5mg [r3I77]

ek HEDT 1 VL HEDOERRAD 7 1 LA
I—F 1 V78§ d—7 1 V7

x cD
aE O D

Hi7e4

Al

YY) KT UERESE
Smg [737 7]

IE = [
p £fZ 9.lmm
>z
B 5.6mm % 4 6mm
B 2.9mm 3.6mm
wE 71.2mg 140mg
Al — K NCP 2.5 NC P5

*4. FHEEN (FFHE
OEMBERICHSELRER @vrF. B - IEIT)
OROBEESFICEBNU D LFBXIESERENLE

DD
*5. FHRENIRIRICEHET BiF=
EOBELRRICLD/\NU D LEBXRSHIRERBLE DB

HLF MUY A, BHBIEA) YA, REBKEF YT LR
KRS T M) Y ASEROBERER (=7 Ly 7EE
WHAD DA oROBERER & OPFRIC X 2B RHEIE
EES N T\, [17.1.288]

*6. AIERUAE

(BMBERICHSEESEER v, Bl - 1E))
BE. A, 7Y RV VBEEE LTIHISmg 3
EICH W TRATE 2 I3 BRICRORET 5,

BOBELFRNC KB/ D LEEXIRERERILE DD
BHE. BRAICE, BOBERER OB SHIERICEY T
R I UEREE LC20mgzREOGE RS (£9180mL) T
BOBEGT 5, Fio. ROBERFAIRESK TR, 7
)R TUEEE LTC20mgZEDBOKTREORET %,

7. RENURAZEICEET 3R

(BMBERICHSHEESEER v, Fi - IE))
—EHE GBE2ER) #5%. HILEEROWMEICOWT
PR L. S5O MREEICOLWTHETT A2 &,

8. EERELXRNER

8.1 BIEEFF R EE L FHEERE. BESHOoDNLIENH
DT, BHICOI>TEBARLEKEE LW E, /2. B
FITR L. KARSZICBRE. BHRIR. RIEBY. RBK
BIEESEOERDS S 5 bn-5&1X. AFlZHRIEL, E
EEICER T AR OEETH I &, [11.1.12H]

9. 4%1@’%%&%3‘6%%(:553‘6&%

9.5 Tl
iR R L TV A ATREED H 2 LI, R EOR
iRt LE2 RIS NS HEIC0AKET 5T
s

XIEREERET 22 & BMER (Fv ) THRHITA
DRATHRESN TN B,

9.7 INR
NREZ R E U BRHBIIE” L TWhau,

9.8 EHE
BEOREBLZEHELLPSEBICRET S L. —RICE
PERE. MRS OEMBRPET LTS, 2B, 8BS
RITPES HLERERICHW A IS, BIfERDPHIR L7256
IiE WE (FIZIX1HT7.5mg) 9 5 7 Sy o LE & T

ST &,
10. HHEER
10.2 HHAEER (HAICERTSI L)

HAIAE HRER - 1EETIE WP - fElEE T
o) ez B | AR OER B EE % | AA OHLEEE O R
ERGE 5 AEEEDPH 20T, HLEMIE. TV AAEH M

7 ha¥y Y YAIZRAT 25|REOMIEICKVHERT S

TFIVAIRT | RAMREZ D T|720. Fia) VAo ftH
I HREFBETHIE,  |IKORBIDIER A HIE
N5,

1. 8ER
ROBWERDHH5bNB I ENHEHDT, BEE 73T
W, BEPREO SN EEICERE 2T 570 EHEt) L
WEZITH &,
1.1 EXGEIER
11.1.1 BIERFR. FFHEERE. BB (LW IhLHEELRH)
BIEM 78, & L WAST, ALT. y-GTPO EHE % {#
JHELHRERE., BEVSHODLNLIENH D,
REILESTHl DD 5o [8.12H]
*11.2 ZOfOEHER
(BMBRICH SHESER e, Bl - 1ED)

1~ 2% 1% A1 SEEANER
JBHURE I #Z. CANE
ki3 HFEEEREZ H i ERED
o TR - ERfE 38, BRRENE. JE|E K. I8 560
Y. TR B O LU
(&, OE%z&
)
JHF ik AST. ALT. ALP,
y-GTP, €V L E
O LER
TERRER DIETUE
TR HEV - HEDE,
Bt
Z DOt PR O B BRE R
BROBETERNCKB/\NV D LEBXERHERERINLE DB
1~ 5% 1 1915
kR IEERiFR. B, IR | Bl <0
i CYLErnER
TR R Bl RE
Z DOt PR, FREH Mg AR, TR B
B, HEMER. LDH
DER

14. ERALOFER

14.1 EFIRZMMEOER
PTPEEOFEAIIPTPY — b SWMOH L TIRAY 2 &
SIEETHI L, PTPY — FORRAKICEK D BWHAE
PEEMBEARA L, B2 B L THERIRAS
DEELAGMWELZHHAET LI END S,



15. ZDMDER

15.2 FEERIREERICE D < B
> B I B RSB % FA B 0100~ 330f% (30~ 100mg/kg/
H) #EBHIREORE L3R5 (5 v MO4ER, <7 A
2IERE) (B WT, BB (FF A A AR A R OB R AR U et
B55) ORERD ERNED SN,

16. S4pENRE

16.1 MooiErE

16.1.1 B SHF
(TERERLASAI, 22 AHISmg 1[EEO&%S) Y

Tmax (h) | Cmax (ng/mL) | Tz (h) | AUCo-= (ng-h/mL)
0.8%0.1 30.7+2.7 2.0£0.2 6718
SFH(E + AR RS

*16.1.2 BOBZE 2B HERF

(fERERL A ZEREEEAH20me (1EEH) BOHE%. &
OBERER (=7 Ly 7EENAAD) ZRAL. 1E
Ho#5h 6 28MgA#20mg QEE) BOKRS) ?

B 5w Tmax (h) |Cmax (ng/mL) | AUC (ng-h/mL)
1EE (2461) 1.0+0.5 116.1£35.1 150.3£45.2 0-2
2 (2361) 2.5%£0.2 272.6%80.9 848.8+301.4 0~2)
SEHE + AR R

16.1.3 &E4ZNEF4EER
EYTY R T UEBESSMg (737 7] EHRAEF
VEESMgE . YU RF—N—KIC KD ENENIEE (€
)R T UBEE LTomg) BERARTFICHER
BERZORS L TmEFREMGFREZREL, B85
N-EYEE/$5 2 —% (AUC, Cmax) 22T
90% 5 FE DX FEIE I CTHEEHARIT 217 - 7246 5% log (0.80)
~log (1.25) DHEHENTH V. WMAIOEYFIFEZFME
DHER SNz,

HENRTA =S
AUCo-~12 Cmax
(ng-h/mL) | (ng/mL)

BENT A4
Tmax T
(h) (h)

EYTY R

gt
Smg [737 7]
HAEF §E5mg

56.54+23.91|31.20+12.08/0.7£0.4|1.90+0.49

59.04+26.8329.53+11.09/0.8+0.4|1.84+0.57

(Mean+S.D., n=30)

(ng/mb)
50 -~

—e— EHYTURIITVEIGHRSMel 72T 7]
---o-- AREFVEESME
(Mean=S.D.,n=30)
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MAEFFEEN ICAUC, CmaxZFZEn/85 X =413, #
B OFIR, (KR OB - BREFOHBEMIC X -
TEZDAHEENH 5,

16.3 0

16.3.1 MiEZEBHFESE
99.0% (n vitrov k MIMIE. 1pg/mL. BRI A EEE
LB TE) Y

16.4 {35

16.4.1 ELHEY
4-7 VI uRy VVE R D

16.4.2 {REHREE
FELTHETS 7 LA aRy DILEORE, NI
B BIAY VESOBILR O X VBN OIKE
fbick->TR#@tsnz Y,

16.4.3 (XHEER
F & L TCYP3A4Y

16.5 HEtt

16.5.1 HEitHREE
PRA, HEEAF

16.5.2 HEittER
B 5 1%A80 £ T O RFHRM R, REMKE LT
0.1%. ERBY G-T7NFaxy D )VEREEE) &L
T7.0%TH -7V (R ZERAHSmg 1E%5).

16.7 ZMEEIER
16.7.1 TURORA>YY
AAFISmg/HIcTY Au~4 ¥ >1,200mg/H%HH L
ol A, BHBERICHANT, 97 FomEM
SEFRIEE 1342, Ing/mLA> 565.7ng/mLIC ER L. i
1.6 KA 52.4 BERIICHERE L. AUCo-4l362ng -
h/mL7%>5114ng - h/mLICH# L 727 (fREEREA)
16.8 ZDfth
YT R T UEEESE2.5mg [ 37 7] & [&8D
Rz BREOEFEA O EYENREERBET A RT1 ]
ICEDOE, BV Y N T VBESESMg [F3I7 7] %
BEBAE C Lo &, MHEHFEF L EYERNICH
HrLahanizd,

17. ERRAAE

17.1 BWERUREECRIT B

(BMEBRICH SHESER e, B - 1ED))

17.1.1 ERERREER
Z—EEMIERELLLIIC O W T OBERBIEIZRD & B

DTH5Y,
HRBE R HER
e g1 68.5% (37/54)
S R S
e R L) - TRt 71.2% (37/52)

BOBEHERIC LD N D LFBXIRERRERILEDFHED)

*17.1.2 EINSE MAEHER

N LEBXEEEREORLBICBTS T I
Bk OB, 51092 R E L TERS NIz,
ZOMER, RAILBOBEREA (=7 Ly VEBEEN
HAD ptHBED THERBNY T LOMEBEEZATT] K&
O [ARBEEBEOBAIT] ICOVWT, 799 UE
ERICH LW QRSN [5.508]

B TIy | KElE=T Ly VEAE
R PRAI & DR
HRBN) T LOMEREATT | 9.4+1.0 9.3*1.5
HRBGERBOERAIT 9.2+1.5 10.8+1.6

SEEME AR RE, S ER0f
237 ARk (ETEE. HTEB. §B) © [XNY 7 L4005
RO [FEREOE] 1I2DWT, HAE SRS L. 3o Si%E &
FtL-b0 (& 158, &K 35).
REMFM RG] (RAlE =7 L v 7 EENRA &
OOREE) 8l (16.7%) ICEITERA A SNz, B
5Ef§ﬁ§5%)l—lu:f“% S -BIEAI. BEERIE 3G (6.3%)
TH-o7Y,

18. EINEIE
18.1 {EFER
AFANIBIRW 20 = V5-HT@RBAR T T=ZA N TH
0. ELERNEMRERICHEET 25-HTaZ AR Z R L.
TeFILa) VO AE LT EEBEOTEIELE
EHEEERAZTRTEEZONTNE 0,
18.2 LERHE(EEESNEEER
18.2.1 B, TZiEBmESE{EER
REERENIC. BBEOE. + BB EsEEEH 2z
RO (1),
18.2.2 BHHHIBEER
(1) ERERAYRCEEEREEY 2R E U B RE
IZBWT, AFISmg 1E%5 TEHPEHIEEERZRT.
() BAEMOBHEREEER (77 A, v ) EUEE
MOBHHREEER (S ) 2Rd. 8. LARKD
REHS TEHHEEERIZEET 2 (59 ),
18.3 TERHILEEBNBEIER
18.3.1 EBEES N UNEYEX{BEER
REREFENICEBES R OCNEY AL EER %2R
20 (F)LEY M),

%18.3.2 {ERADHPSEMRROKSEERIMEA (BOB

BRI )

ROBERES (=7 Ly 7EANRA) BR512&5%
BRI OEEDR2ER L, SSICHEBROKIER
ZREADTAHY (ELEY N,

19. BIASICET ZIEELFHAR
— BRI BT Ry T UBRIEAFIY (Mosapride
Citrate Hydrate)

{b24 : 4-Amino-5-chloro-2-ethoxy-N-{ [(2RS) -4-
(4-fluorobenzyl) morpholin-2-yl] methyl}
benzamide monocitrate dihydrate
C21H2sCIFN30s3 + CeHsO7 - 2H20
650.05
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DFE:



22.

23.

24,

26.

HRHE~HERACORBREOMETH S, N,N-I X
FIURI LT I FILEEEE (100) BT T <.
AY )= UIZRRVEIFIZL L, ¥ —)L (99.5)
ICIBETICK L, KITIFEEAEBITF WV, N,N-I X
FILARILLT I RIBKR (1-20) 3B 2R S 20,
{tf%ﬁ%iﬁztoz
Y

cl N/*»XAN HO  COzH
H . .
g OJ HO2C M _COM + 2H:0
HaN 0" cHs F

RURGREE

[

(B U RT I VESESR2.5mg [=T7])
1008 [108% (PTP) x10]

(B U RT T VERESESME [U=T 7))
1008 [108 (PTP) x10]
1,0008E [108% (PTP) x100]
1,0508E [218% (PTP) x50]
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