% % 20254F5 H CZiT (45300)
% 2024410 H ET

BRI
FRHAM - 34

FRtHIBEN R EA]
SR N ERIEEEA

H AR AE R it o0 J
871179, 872329

ZIVEY R

ZILE IR i 10% (77
ZILE JI 1 50% (77

Sulpiride Fine Granules [AMEL]

G
WLT5 2R S i
R - RSN EIZ L) HHT 2L

#RL10% HRL50%
AR | 21700AMZ00359 | 21100AMZ00548
oL 19814F9)] 19994121

by =1
E o

(ROBHEIIFHBE LAV L)

1 O 23 LB BEIEDBEFRE D H 5 B

2 7ug s F O TEREES (TuT s F ) — <)

DEH MU/ MEHICE Y Ta 5 7 F Vbt
L. WEZEAIELBFNDDH5S.] [8.1 SHH]

2.3 BOMIE I/ ST A v 7 ) F—~ DD H b EH
(B AEREr R T BENDTD b,]

2.
2.1 K
22 7
&

3. fHR - MR
3.1 fHR%
Wi 4 ZNWVE) KK 10% [ 7| AVE ) Kk 50% [ 7
PRI v AV
FHR |lg. HREAWVEY Fllgh, HERALVEY R
B |100mg 2 &ET 5. 500mg # &H T 5o
AMEAFY . b EO O | AMEAMY. Py EOD
STFEUT UL JaAANVITT Ty, R D)L
ATQ—AF M) L, | 7Y —=VIZF LT I
WhF  Faexysoreral/ 7er—, B FOF
— A, RJE=Z V7 EF | Faibro— R,
— VTV IZFNVT I )TN
ARl NN 4
3.2 RH DMK
W74 I - f R
2OV E ) FHIEL 10 %] AR -
[7 AV =L
AV E ) R AR 50 9%  AMIAH] A
[7 X = [N EE oI B/ A N AN

4. HREREIE
OF - +=Iam
Ofea kB
0328 - 5 DHRE

6. AERUVAE
(B - +=16Ea%
ZJEY) FELT, @EEA 1 H 150mg % 3 [N 5ElEET
54 %,
B, FERIC X ) EERRT 5.
(IREKIRE)
ZVEY) FE LT, @EEA 1 H 300~600mg % 2 & 1%
54%,
B, Fl. ERICE D EEEKT 52, 1 H 1200mg T
WETLZENTX D,
(5 2fF « 5 DIKEE)
ANEY FELT, @ERALH 150~300mg % 45 E#% 1 14%
54%,
B, AR, EIRIC X D EEHERKT 525 1 H 600mg  TH
BT ENTES,

8. EELEFIEE

8.1 AFN DG 12 &k b WkRERY (TuJ s F ik
) SERIMEEIRFE ORITER S 5 b b 2 L0 5D T,
AFNOFEGIH LTI, ARk & etz +0EEO ) 2l
HA452&,[2.2, 9.1.4, 10.2 8]

8.2 [RA. FVENRHLDLNDL Z LV H L DT, KA
DBFE I ABE O BT E LT ) IR OBIEICHEF S
HRWEHIERT L &,

B HIEER 2 AT 5720, MoFEANIED g, B2,
P 555 1 & B MBI AEIR 2 AEEIEAL 2 2 L %8 A O Tk
BT AL, [10.2 Z]

9. HENERZEIHEBREZICHITZEE
9.1 A - BIEREDH 2 8E
9.1.1 0 - MERE, BRIIERIFZhSDREVDH BZHEE
JERE AL S DL BENDD 5,
1.2 QTERDH 5 EE
QT EENEALT 2 BZNNDH 5, [11.1.3 2]
1.3QTERAEZRERILXTVEE (ZEHLBRROH 58E.
B’HYU I LIMFEDH 5 BEE)
QT EENEHTLBEZNNDH 5, [11.1.3 2]
1.4 IN—% 2V URRUILE —/MFRISREIED B E
ARV EEFEIRD AL 3 5 BE N2 D 5, (8.1 ]
1.5 K - RETBREEZHD BREEDOH 5 BE
MEMERER (Syndrome malin) 252 ) 9, [11.1.1 =
]
1.6 REVREE. REBEARR. BEME. RAKREBEOBREATEE
THEE
M ZERE . BHIR MR ESE DM ZERIEDSRE STV b,
[11.1.7 =1&]
9.2 BipEEERE
1 W IR R B 25t
5 1%
g ATIRE L TV B AREME D & 5 2 1d . iR EOH &
WAEE % B2 &R SN DA OREGTLHZ L.
IR PRI EE 25 5 S T B34 #rA )R I FL
[ EIR, MRS, RE. SRR SIS o s
BRAEIR L HEARIIEIRD D & bz & 0L H 5o
9.6 IR
BA LW LT L, BIPFABITT 5 2 &8s
ENTwi,[16.3.1 ]
9.7 ‘MNR%E
INBE R MR E LA N IRIE L L 2R
BRI L T Ze vy,
9.8 =E
BIVER GEAEYVEIRSE) oFBUEE L, ARt ks
MR BT 2R LEEICKRG T8, KAIE, FL LT
B HHEE SN2 25, EEE CIEEREMIT L Twa 2
ENL L BOCIHIREDS T 52 BZNDDH 5,

9.

9.

9.

9.

TEBLIND DD,
9.



&k

Kk

Kk

Kk

K3k

sk

10. HHEER

10.2 HiRAEE HAICEETS L)

RS BRIER T BT - I T

. QT HEE. LEMR AR S O
Qlﬁiﬁ%jiﬁmﬁwﬁﬁaaﬁﬁmwfnéMT
e R el A T Sy
AR ba. BENSD D11,
77 BEJIZ & O FE 2%
[11.1.3 %] f?ﬁéb%ﬂ#
e S 5 1) 2 A B Al A A 0 B P 1
TEIVN Bomme s E 1o,

A Ao MR, BRORIR
- SEIR AR AL

ooz LBENDED D,
N T F 3 F RN KA RO S O
s F A0 B A 1K 55 B A RN S
X b ruTI Lot nn.  WEHEES D70,
IF BRI X 0 Pr Ko
F7 7Y K SUERAR L B
4 5 bid,
Tz )FTI
A

VA" |y v ied

DV

Al

7Fa7 /) v

SRFEH)
N R 1)K
— v
=

[8.1 =]

itk b I W A e T S i O ()
NIV B — U\ & 3 5 S SR 1 AR R D
[/ &5 2 XN LI ENDHD, TWEH /3 %,
JRIFEF)

RV X AR EPE 2 HHMREED KA LTINS D

B Hbb BEF N FEANL, & DI
ARy ) XY, WTHEESFDO|BIEHEZET 572
A#HH# BN EELBZ|OIEH MBI N
BREIARY Y XINDVDH5D, LBENDVD D,
AFFR

B8 EEEE A EASMER 2 g5 | ARFNEHL K283
LR R SHDBTEDVDHL |(TEH AT A0,
& YER DS LT %,

E 7 X VEBALAEAAE 2 S AN Ko V2R

T 3% BH 25 1) BHLZEND L, [EIERE NS,
L F) v
7453

VIR

FEZ R § 5 & | AR #2350k B #5012

A7 I )NVT 7 — b
LY

L IS - [ Y )|
RPWHT HBE
nrZdsb, Zofk
X SE7) o IR F s
[ A =S R
L. 5FEDLE0H

WAL HALE DS
O W I A% 3 IE 31
HE SN2,

B,
N A L e T
o BRI % 005 & | WER 24T 5
' LBIEND Do
1. B

ROBWERDH5bN D EWHLDOT, BlIgE 571217
W FEEDTRD LN E I3RS kT B 2 ST

EEIT) 2 Lo

sk

1.1 EXLEER

11.1.1 EMERE (Syndrome malin) (0. 1% i)
BEFIRER. TRIEOFTRE, W T R, IR, MEOZLSE), 5
TENFIL . 20| & S BN A O N D HE, %5
gl U, s H, KRS0 e g&me &b 2@ 2
BERIT) 2 Lo ARREISERN L, FMmERO M= Mg CK o
FRABAHRENDLZ ENLEL, T2 IF T VIREEDF
RO TRALNLZ EDH D,
B, EEERE L. Rk, I, BRI, Bk
SER, BEBEENERBIT L, BE LAFAIHRE STy
50[9.1.5 ]

11.1.2 & (0.1%KH)

11.1.3 QT & K. LEHEH (Torsade de Pointes #&8%) (%
0.1% #iiff)
[9.1.2. 9.1.3. 10.2 &MH]

11.1.4 EFERIRAE. AMERRD (55 0.1% AKiiii)

11.1.5 FFRERES. BE (% 0.1%Eih)
AST. ALT. y-GTP. Al-P & L5 % #£ 5 IFkkaekEsE,
HERHHEONLEZ END D,

11.1.6 BEMES XX 27 (0.1% Kiii)
FEHE52 L) DRSS OARMEES»H 5 bhdr 54 ik
BOLFERT A LD H D,

11.1.7 BHEEARAE. REBBEARIMARTE (45 0.19%Am)
B SEAE . BRI IE 5 O AR SERE DA ST WD D
T B E 547 B, Mo, PR oK, RS
AR HNHEIE, G E kT 5 % &) L & AT
)T k. [9.1.6 BH]

H

11.2 ZOMOEER
(B - +—HEE&ER)

0.1~5% i

0.1% iy

B B g, it FUEIEIE, SR
7 W AL
IN—F U UIEE
. . B IRMG. AR
SRR FAESE) . HO b O
. HER
e | RIEL IREL 0 %
AR R VL BB X
e g, Mgy, &
it Lo TR, 5
2ot B, R S5, M. PR

PR

IREKBIE. 52 - 5 2RE)

s - A D

0.1~5% A 0.1% i
I TR DS IME L

Fh MR SRR

SR MHRE R 2

IN—F v Vﬁ{%
TR, AH5RE
TS, VA ¥ 4
7 (FHobon,
SHEE. EHE
fix, ARZRIANEL, EA
A T R EESE) |
THYIT (FHBA

fie)

gl

FLitoruws, wik Ll
ZNEL 2 N TR
i

FUEIERE ., B4

R LR LT =R

MEARPE S, AR, &£
TR, IR, BHYE .
SHTE, & F W, il
REE, LU, HE)
eS|

WL, (AR,
CEIINES NS /N
. MERCIKRE

Hita

Bl MR, T8,
AL, AR, |
AN PRI

T MR, B
i EBOTIHE




0.1~5% i 0.1% il
. AST. ALT. Al-P
i o L5
K7 595 Z 9 FERK
BB E . IREkG
il - EE, Rob s
DX
REBN., FhE, B MR, B, B2
Zi TG BERE, PER| 0. Buk, . 58
e, MEsREGE [, SRR

ED BBUCEE LB E, CERICESALND Z LA
HHOTHEEIHES TSI L,

#2) TOX) BIERD B b b E I, TP
—% 2V YHOGREEEE) RN EEIT) Lo

FEBUHIZ ISR O A% 5 o

13. BERE

13.1 fER

IS—F U VIEBERESE OHRNEEIRYE D SbN b, F 72,
BlELrHHbbNEIELH 5,

15. ZOMOFEE
*15.1 ERARERICE D 15

15.1.1 SHECHEME S Mo mini AERZ 2R & L7217 O
FRPRERER 12 35\ C L SR TIPUR Al 3 51 77 7 1 R -
BEEE L CREERF1.6~1.7HEr oL OHEDDH
%o F7o. AHEITOEEFAICB T, ERPUSHIESE b Ik
ETUHURE 3 & MR TR O EAICS-3 5 & ofidy
5o

15.2 FERRAREBRICE D <153

15.2.1 By o s TR 2. £/, AREtbRIC
BWTUHRROKT 2R L OMELH 5.

15.2.2 7 v b T 40mg/kg/ HLL L. £/, w7 AT
600mg/kg/ H LL 1% RIS L 723 BRIC B W T, T
i FUREE C OIS EEAS IR I Lis v & ity s
%Z)O

16. EWEHEE
16.1 I
16.1.1 EHZHRFMHHER

ZIVEY) FHIRL 10% [7 AV & B 7~ F— Uik 10%% .
JUAF—N—EIZE ) FNENO0.5g (AVE) FELT
50mg) LRSS T 12t A AR 1 G- L C i R b
kg2 MEL, BFoN8EYBE/ T 2 —% (AUC,
Cmax) Z2WTHEEHRIT 24T o 72k R, WE o424y [E
HEMEDFER S NT2D,

SEMENRE ST A — 5 (WA )

AUC (048 Cmax Tmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)
AVEYF T 28 07+
Hik 10% 233 41 85.80+31.80| 3.60+1.50 | 7.61+4.38
[7 2] ’
Fr<F— 740.87+
VA 10% 173.73 82.90+22.10| 3.40+1.10 | 7.51+3.12

(Mean*S.D., n = 14)

(ng/mL)
120
—e— ZJLEY RHMIKIL0% Y Al )
-0 R F—)LAIKI10%

Mean=£S.D., n=14

100 |

o0
f=]
T

=23
(=}
T

BEFSNKERE
=S
(=}

Do
(=}

(=}

G EIEH
IMEE T RZACRIREE (R R )

ek

AR EENE O AUC, Cmax 0785 X — & 13, e
OFIR, R OTRIA KL - RS ORBREM I L > TRZ S
THEMED D B o

16.3 9%

16.3.1 Zith#siT
R ORI (n = 20) ICANVEY) F50mg % 1 H 2007
AR REROES Lo e & %5 2RO AV EY
RIEEIZ0.97ug/mL TH o729, [9.6 =]

18. FExpEIE
18.1 {ERAFF
(B - +=HBE%)
PR IMFEE 3 S X 2 BUBREE ) & KA D2 2B by
(2 & B HLEEE GE R 2R T,
(EEKRAE. 52/ - 5 DREE)
Tx ) FT T VREY EFRRIC K83 ¥ Do ZAEAGERTE
ZR L, BUBHIRIER (2R aRAE D B PHIEIREE) & 519
OTER Z BT,

19. BRSICET 2E{EZHHEA

—fgs
ZNWE Y K (Sulpiride)

1tz%
N-(1-Ethylpyrrolidin-2-ylmethyl)-2-methoxy-5-
sulfamoylbenzamide

SFX

Ci5H2sN304S

6} =

HE DR RIED R TH 5o
FEfE (100) AIAMBEERRICET R T . AT = VIZRRE
FI2 L 8 7= (99.5) IZHEITIC L, RiZiFEALE
(LRI
0.05mol/L BEEEi 2L 5o
RO A F ) — Vi (1—100) 1%, FEME2 R S v,
Al K 178C (R o

0 (0]

BERX
O)\s ¥
HN /\O
N
0

|
CHs CHs

N
H

22. ‘G

(RIVE K#IHL10% [7XIv])
1,000g [TV 348, /NF]

(RIVEY KH#BRL 50% [7 X JL])
500g [k, 7¥7]

23. =Wk
1) Gouda, M. W. et al. : International Journal of
Pharmaceutics. 1984 : 22 (2-3) : 257-263
2) ALERL - AW MR R 109%]
3) Aono, T. etal. : J. Clin. Endocrinol. Metab. 1979 : 48
(3) : 478-482
4) BB NGOE B AR T a5 . BUIEE . 2021 5 C-2605

24. XEEEKRERVBVEDESE
A an TERASE BRWEDEED
T 530-0005 AP HTALIK H 2 3-2-4
@X8, 0120-041-189
FAX 06-6121-2858

26. BERRTEES
26.1 SGEERSEIT

HARm I ERRST

AR @M XP 2B 3 -2 -4

A EN) FHEE_3



