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I.

1.

HMEICEYHER

BOBRE

K7 <=F—nid, 77 AD Delagrange £ SESIF AF5EaT (R ¥/ 7 ) IZBWTAFER R &
7=, benzamide RDIKKITH 5,

AFNL, 1K FEEREDIESA] (B2 100mg « 82 200mg ZBR<) KO « FEh2EHl & Lo
ISERT 5,

19734 1 Hich 7' 18 « + IR O#Ic CRARBINTZN, Z0O%, 1979 44 8 A ITHHf
AR (Bl G RIE) . O D9F - O DIRBBICEIL ALK LTz,

F7-. 1979 4 3 HiZiZsE (50mg. 100mg, 200mg) K ORI 50%73, 1981 4 1 HIZIZAHKL 10%
DI ST,

ANEY RA AR RALE D REET, § 15 iE BARIKE ) (2006) L0 IN#E Sni-,

ZD%, DT RAFNZOWTIE, Rk 12 4 9 A 19 HAFESRIEE 935 5 [ERFREZIET 5729
D I DR FIH K OIRTEA DBV MZ DWW T 23S < Iie4 O fLERFR % 2008 4 3 A ICHS:
L. #Filses s [ KT ~F—h 7k B0mgl & LT,

[N ~TF—NH 7/ 50mgl, [ R ~F—)LEE 50mg|, [ K7 ~F—/LEE 100mgl, [ K7 ~F
—/LEE 200mg], [ K7 ~F— ki 10%]). [ K7 ~F— Lk 50% 137 A7 7 A SRS
IZE > THRGES LT A, 2020 45 10 H 1 B IC B & TR RS I B i 5e AGER A &k S vz,

(1) ['H -+ 5] SUR FEs i rAIC/ER L, B - + 4RIBESoam,. i ER %
HT LR AT I RROFEXTH D,

(TVL. SELFEMICIT 2HE ] OHEBH)

(2) [520 - 9 DIREE] 5o+ 5 DREICKHT 2R AFOREDRITOHDI L ED D & T1.7%
(387/498 f5il) Th -7z, (TV. WBRICEAT2HE] OHESHR)
(3) [FAKRMIE] BIRNZRPL RS AER (T v 8) ZaRL, FERTVECKT D ENE GUktm
EH) #6745, (TVI. SEHHEBZBIT 2 E ) OEBM)

(4) [HAKFE] ERFEICHT 2R OFOREDIRIL, IR ORGHICBWT, AL E D
DL 62.0%, FHBFREGZNRIL, BIEMH, Ak E @ L 30 HEBNC TR,
BRI N LV £ & 5Tz,

(TV. {BRICBET 2HE ] OHEBHR)

(5) [H - +—#BiEE] (1 7%/ 50mg - §& 50mg « HKL 10% - HRL 50% D F)
7w NHIEE 6,078 il EIWEHREEIL 225 Fl CREAKEIL 3.7% T o7,

RS R TIRE 197742 A)
[(FeBFIE, 5 D9 - 9 DIRAE]
EOF (7', BE KD &5 17,010 Fi, @IERZEBLG0T 2,136 ] TRIMBEEIT 12.6%
ThoTl, (RS H& TR £ 198244 A)
(TVIl. 8. @A BIFENEFFEBUBEE & O R R AERE ) OHSR)
F72. BRAEIER & U CEMERE (Syndrome malin) . F&f#, QT iER., .LFE#HH (Torsades de
Pointes # & i), MEFRIERAE, A BRI . IFHEREREE . BUH, BRIV AT R UT | MZERIE,
GREBERIR MARIE 23 S v Cun B,
(TVIl. 8. RIWEH) DIEZM)



3. HaOHFFENRE

(1) APEHKE LTH 7L 50mg, $E50mg, #& 100mg. #E 200mg, FKL 10% K& OHIRL 50%238 %,
(2) <A77k B0mg> 7 7R /VAIKIZIRTEAH M OVEEEZRIT LT,

(3) <#&50mg - $ 100mg - #& 200mg > FEAI DM E IR 7E4 M OV E'&AHIFE LT,

4. BEMERICEL TAMIRERHE

I B 5 EH

B T | A b B
RMP fls

BIO Y A7 RMEEB E LT |

IR S T B B

S HEE S A 51 > p

R LR e

5. REXHRURE - AL OKIRER
(1) RB&EH
% LR
(2) F& - A LOFIRER
LR

6. RMP D=
LR




I. AMICBEY HIER

1. R3E4

(1) M4
N7~ F—)v71 7/ 50mg
K 7= — L& 50mg
K27~ F—/L§E 100mg
K7 < F—/VEE 200mg
K7 < F— VHRL 10%
R 7'~ F— VKL 50%

(2) *4
Dogmatyl Capsules 50mg
Dogmatyl Tablets 50mg + 100mg * 200mg
Dogmatyl Fine Granules 10% * 50%

(3) AMDOHERE
iz L
2. —j&4

(1) M& (WwAE)
ZNEY R (JAN)
(2) #4 (@aE)
Sulpiride (JAN)
sulpiride (INN)
(8) RT L (stem)
AN Y RARPUSHIFIE : -pride

3. BEAXITTERX

0o o0

H:N

4. PFXRUVHFE
4512 C15H2sNs04S
A1 E : 341.43

5. {E%¥4 (fifiE) XIEXE
N-(1-Ethylpyrrolidin-2-ylmethyl)-2-methoxy-5-sulfamoylbenzamide (IUPAC)

5&85

6. {ERA. jla. KBS,
1BEBRE S« FK-880



M. A¥MESI<ET3EE
1. MELELENNE

(1) 58 - 1R
HEOBEOBM R THD, ERTHY, BERTH D=0, BBOHKILZ V)
(2) BfEH

Bl (100) XIFAERBRICIA TR0 < . A X —LR0R0mIiTizd <. =& 7 — (99.5) [T IC
<L, KiZIFEAEBE T 720, 0.05mol/L iR T 5,

pH 1.2 4.0 6.8 &
VgL 2mg/mL Ll | 2mg/mL Pl k- 2mg/mL Ll | 0.55mg/mL
(3) WiEtE

37C. 91%RH T Wi 2 R S 7200,
(4) BR (HER). BR. BER
Al K 178°C (fR)
(5) BIEEMEMEN
pKa'1=9.0 pKa's=10.19
(6) REREY
MER R L
(7) 2ot E4RHEE
W B, (291nm) : % 72 (0.05mol/L Hiifik)
E! (266nm) : £J 28 (0.05mol/L #ifi&)

lem

AL ) =R (1-100) 1%, FEerEZ R S7eu,

2. APBSOEEERTICETSIREN
(1) FERIRIBIZ T D2

R PRAFSAE RIFIERE LPRATHA IS
FEMIRGERER =R et 507 7 Z AR 24 1% A
IR 50°C (E+e) 6 % A ERBEE XA
SRR | W | 85C. TsuRH | T CEMITT A 3 1% THERTS -
(BR*2) 77
ot FENHOL HT AR v —1 3 & H

ABRIER - MR, R B

(2) EHCIREEIZIRIT D2 ENE

257 pH R« BFEAREE (pH2~10) ICBWTLZETH D,
(3) saHI R L B E0fRY

R L



3. AMmSOEBERRE. EEE
(1) FERERE
1) A AR B RE 5
A DRI D E WL AT PV ZRITE L, KD ART bV ERBDBIRANRY S Lz s
HLE, MEDANRY MVIER RO L ZAHIZRERDTRE DRI 25880 5,
2) RHOPUL AT FIVIRIETR
RAL U 7 LEEANEIC LV RBREZATVD, KD AT MV ERGMOBRANRT MBS 5 & &,
WH DAY S LR EED & Z AT FBRORE DRI 278D 5,
(2) E&B&
R A
Az WERRICER L, SRR THET 5,



V. RAICEIYSIEE
1. Flg
(1) FRORER

K7~ F—)L 71 7L 50mg 2 B 7 VA
K7 < F—/LEE 50mg *+ 100mg - 200mg : 7 4 VLA —T 4 T §E
R 7= F— LA 10% + 50% : iz
(2) HHDOHNERUHEIR
e I = LS AIRF R
K7 <F— ( PI; 5% ) N7
w7 . I
h 7 R TR IVA 3:5: 7. ' ;f — F—v
50mg A T B 50mg
35 %) 200mg
< = U]

K7~ F |7 g b —| [t~ 5 8 'ﬂi&g;;}'l 'Aﬁ;;}] @ rr
ST F— )| T 4 s a— ~ i5 i5 - - _
5t 50mg |74 /8 |& \::O// \::Q// — ?50”

[ERES JE S B
) 6.1mm ) 2.7Tmm ¥ 82mg
< = )
R <=F—) |7 4 v ba—|[ B~ Al AR .:| @
b 100mg |7 4B @ \1\9,0/ \1\99/ ?10(?
[EXES JE = B
F71mm | F93.0mm | #9123 mg
# % i
IF IF
B~ F |7 4 b= —| A s~ 3 A I@ 0&%" I'ﬁ OEII' @ o
N — — ~ ! ] | f
B 200mg |7 1% | \\2 :_/ \\g_:_: // T 20:
[EXES JE = B
9.1mm | £93.8mm | #J 246 mg
7T e o
ML 10%
NI T gy At

AR 50%




(3) #Aa—F

(TV. 1. (2) "WH OB KL OVER ] OHESM)
(4) SHOWE
W 5E4 R (HR)
KT ~F—nh 7 10 4551
50mg
*RERE : B 1K
W44 M (KgW) AR (B R)
K 7'~ F— LEE 50mg %15 10 73PN
R 7~ F—/L§E 100mg 7 10 73PN
K 7'~ F—)LEE 200mg 7 15 53 AN
*RERE : B RE 1K
Wi LR | TR B (%)
(°) (%) ~T75um |75~500um|500~850 um| 850 um~
R 7'~ F— )VHRL 10% 37 | K919 1~7 93~99 0 0
R 7~ F— )LHIKL 50% 33 | £18 1~5 95~99 0 0
(5) =t
% LR
2. HE DMK
(1) A%ES GEERS) OSERUVHNE
MR 7e4 GED % whngl
o 17k LRI, b Ema T T Lo — R
K7 <F—

5 7L 50mg

AR Anve D R

ATT VU~ T XU N BTF . T U AMERT

HkE 10%

AR Anve D R

100mg

50mg INDRZA
1 \/r'-v
K7 <~F— i
. R ALEY R
#E 50mg 50
m
1 fmi ?L*%7k*u%\ 5—_\‘9’\;7\ k U N A a:/l/tﬂ/m»—z\ F1)L KX
K7 ~F— Hg:mvEUP 0= ATT VU AT L BB AT—A
fiE 100mg 100 EFBAT—RT S BT ATV, BEF S, T
1 fh?jg YF HFuRary
K7~ F— "t
. HiES ALEY R
5E 200mg
200mg
s g
K7~ F—v

ApEARF, AT TV U, RV E= AT X — LT

K7 =F—v
HKE 50%

1g

HFE Arvel R

500mg

FANTI ) TET—

(2) EREZTORE
M E R L




(3) RE

MR L
3. BFHEREOHBRRUARE
SRV
4. Hif
RN
5. BATBAREMEDOHSKHEY
B3V
6. HAEADEBEHTICHEITHREH
(1) RZ~<F—1L%7FE/L 50mg
i TRAFSME (AT HE {RAFHAR R
N 95°C £ARBRIEH 1T THENTH
i =k 5
EW R ER 60%RH PTP 4%t 36 & A ot
ey —
- S0C M@@?w7xﬁ 6 5 1 £ARBRIEH 132 THENTH
() -7,
- SABRIEH T2 THBNTSH
gk b
Rl -~ B5C | MEENHTAM | o | 2T
s 75%RH (BEA2) =l P L. TR ANER
HHND,
SERTEH : MEIR, EE. UMM, HEERER (HESRBR O L)
(2) KZ~F—/LE 50mg + 100mg *+ 200mg
R A7 S (RAFTERE AR i
PTP A% S BRI 124 C U T
WA =Sk RUTF LU 36 & A - -
(S VHEAAY) -
Y R R oL 20)
; KAy D 7B 0} OVER B
s
wy | 40C PP s Gy | ML 725
"5 75%RH = AZR D BT,
Y TF L £RBRIEH 1T THENTH
%ﬁ%agﬁ (T\/U ﬁbj/l/]\U) /371:_.0
. . B IKAS D o P IR e O b
e 7$§H $”$;g/ﬁ SEAT | W AN < A
° " EAERD BT,
" e Tr—L . £RBRIEH 132 THENTH
*: SN (D) 3R | D
HERIEE MRk, BERERR. B, M@ o~ hr5 74—, kS (RIBEOR) . EHME




(3) R7~F—/LHIRL 10% « 50%
bR RIS RIFIERE PRAFHART AE R
pryme=sperr= Py — -
5 3 = M@Lf?72ﬁ 36 155 1 %?% B2 THENTH
(5Ae) -7,
<10% >&-RERTEH T2 TR
. WETHIA T T AR BHNTH -7,
YE [E o fohe
e (& 42) SHH | 500> siims b inic
A0
e o 30°C WEIHIA T T AR - FRBREBIXIETHENTSH
R BE s RH (BAR) SEA )
<10% > #E(4% A
W . W | Y —U (BHH0 . FRBREBIIETHENTSH
| EABE s | S|
AT AR ()

RERIERE . MR, KA

7. RRERUVBRBEORES
BRI AR

< K7~ F— )Lk 50% >

(REDHR), g n~ b TT77 14—,

. fuFlEDEREEL (MEEFIHEL)

(IXI. 2. FooBEEE OESK)

9. Atk
< ALKV RA7EL 50mg >
AR BR S

HE AR EHRBRIES 2 v h—2H05)
[EHiEH % OGRER I © 50rpm (pH6.8 ® U EATRARENR)

120 43T 75%LL L
100
90
80}
70

VS

% /

60
507 /
(%) 4o}
301 /
| A
o S

() emmmmt”

15 30 45 60

90 120

R (43

180 240




< ANEY REE 50mg >
AR
#iE - bR EHRBRIESR 276 ONRE)
[l N OVRABRIE : 50rpm (pH6.8 D U > BRHT AR 11R)
BRI ¢ 30 40T 80% LA |

100 e ——
90+ 8
80 7
707
| /./
Hi 7 /
s 50f /.
(%) 40F / /
f /'/ —_pH12
Y A pHA40
A1 // —— pH638
10 7/ —
% 5 10 15 30 45 60
R (47

<A EY REE 100mg >
ARERZRAT:
#iE bR EHRBRIESR 276 ONRE)
[l N OVRABRIE : 50rpm (pH6.8 D U > BRHT AR 17)
TR 45 43T T5% LA b
1001
90}
80}
oy 70 |
" o
# 50f
(%) 40!

0 5 10 15 30 45 60 9 120
R (57)
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<A Y REE 200mg >
BRI
#iE - bR EHRBRIESR 276 ONRE)
A5 & OGRBRIE : 50rpm (pH6.8 O U - FRHE AR 1R)
R 45 43T T0% 2L L
100( e omceemoos
ol /‘" j—
g0l - ,
70t ;’ /
A/
s o0 i /
(%) a0 / /

10 15 30 45 60 90 120 180 240
KB (53)

<ANVEY RHRL (10%) >
AERZRAT:
#iE bR EHRBRIESR 276 ONRUE)
A5 &% OGRBRIE : 50rpm (pH6.8 O U - FRHE AR 17)
TR 45 43T 80% LA
100 e
o
LU
w M
4500 |/
O6) 01 i
30( |
20—f — pH6S

10

0 5 10 15 30 45 60 90 120 180 240 300 360
IR (53
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<A E Y RHIRL (50%) >

kR S
HEE HE

WHRBRIES 215 (S RWE)

[EEH K% OGRER I - 50rpm (pH6.8 @V EAYRARTENR)

PSR ¢ 45 43T T 80%LL b

100 e
90 4
|~
80 / /
70 [f
P | ;r
i m-;
#2250} J-;‘
(%) 40 /.JI,'
:mﬁ — —pHIZ
T pH4.0
mf —pH63
10 " — d(
05 10 15 30 45 60 90 120 180 240
R (47)
10. B -
(1) FENARELESR - X, SEI/ EHLESR - AX(CEHT 5188
B R L
(2) a%
R4 PTP R

KT ~F—nh 7t

100 # 7k v (10 51 7k /1 X 10)

50mg
K7~ F—/L§E 50mg

100 & (10 $£X10).
1,000 2 (10 &% 100)

1,000 2 (FZAIA D)

100 2 (10 $€X10)

K7 < — L 100mg

100 & (10 $£X10)

100g (FZMEAIA D)

R 7'~ F— L 200mg

N7~ F—)VHIKL 10%

100g (FolgAIAD )

K 7' < F— )LHRL 50%

(3) PHREE
LR

12




(4) BHROME

1.

12,

Hx 524

PTP

KT ~F—nh 7
50mg

RV =V T 4 VA T
=T L

R '~ F—/L§E 50mg

AN R =l P AP OV VNS @ b 7 Y
Vb =17 VL T =
N

ANhL:RV=F L
FEOY R = F L
N ZF: ARV ZF L (A x)

R 7' < F—/L§E 100mg

RYFa L7 VA, TV
=T L

K 2= 5 — L8 200mg

RY 7oL 7 4 )b AXIER
Vb =17 VL T =
]

N7~ F— VAR 10%

K 7' < F— )LHRL 50%

NIV TR
N ZF:. RV F Lo EAIfX)

ARG Eh 5 EME
UER R L

ZF Dt
AR/

13




V. ARICEYSEE

1. FEEXIIFHR
OB - +Z#EE"E (I 7 &/ 50mg, & 50mg, AL 10%. KL 50% D)
O#fi & %R AE
O D& - 5 DIKEE

2. MEERIEHRICEAET 5FE
RE STV

3. HiERUAE
(1) BERUVRAEOHES
(B - +=$6IRE®) (h Tt/ 50mg, F&50meg. #B¥I 10%. A% 50%DH)
ZNEY RELT, @HEA 1 H 150mg % 3 BB O#& 535,
7R BIEWRIT LV EH T D,
(M & LTE)
AN RELT, #HEKA 1 H 300~600mg ZnEfOBG-3 2%, 2, BRI X0 #EE
W52, 1 H1,200mg £ THETHZLNTE S,
(3 2% - 52KEB)
ZNEY RELT, BmEBA LB 150~300mg Z 43 Efk 05425, 2B4ER, IERIC X0 EEH
52, 1 H600mg £THETDHIENTES,

(2) RERUVHAEDORERE - B
B R L

4. AiERURAEICEHET SEE
FEEIN TR

5. ERERRLIE
(1) BERT—321Rvr—o
MR L
(2) EREREEHER
YU ERR L
(3) HERIGEREER
MR L
(4) BIEMEER
1) EHNERETRR
(B - +=161mEE) (h Tt/ 50mg. F50mg. HAHI 10%. #Hi50%DH)
17.1.1 ER—BERERAR
—fRERIRERER 536 B (I 7B, MR GHEET) ICXDH - + ZHRIBEEICHT 2RI
63.6% (341/536 ) TH V. 1A, M/ EEHH D E 84.5% (453/536 ) NAEBTH -T2,
(M & LTE)
17.1.2 BR—BERRHER
—MXERIRFRER 683 Il DA A KFEIC X DR A M (I 7, BE. ML) OREDRIL, KibaRkH
Pe 5451C 38.5% (230/597 ), LXHNLED D L 62.0% (370/597 ), FhiE—f 541 Tl
67.4% (58/86 i) , LA L ED D & 83.7% (72/86 ) T, WHBIRARITNTHhOEE S
HFIZE-TH, BEH, SUEREEEE L0 £ &0 RSN IT AR, SRR A TR X
DNEXo5TWV,

14



(529K - 52KB)

17.1.3 ER—BERERAR

—MXERIRFRER 498 10> 5 D - 5 DARREIZ KT D& A&l (I 7L BE, MIRL) OFG2hRIT 56.2%
(280/498 fi]) , AL E DD & T1.7% (387/498 ) ThHh -1z,

2) REeUER
M ERR L
(5) #BFE - WBHFAR
Pl v/
(6) AEMEH
MUERR L
1) SEARERE (—REAKERE. SECEABREREZ. SARBELERAE). REHRFTERT 4R
—RRE. RERFTREBRAROAR
M ERR L
2) RBEHELTERFEORNENITEREL-RHE - RBROBME
Y L7
(7) £k
L7

15



VI. EMEBICEYTSEE
1. EBPHICEEH S LEMRITEEMEH

benzamine &
EE  BEOH ALEMDREE - IREH L, ORI LELZZRTH L,

2. XEER

(1) {EFAEL - (ERAKF
(B - +=$6IRE®> (h Tt/ 50mg, F&50meg. #B%I 10%. A% 50%DH)
HREIE M A B R X 2 PUESHEM & KA D2 2 AR X 2 L& EBE N 2 73 0,
(MEBKRRE. 52/ - 5 >KE)
Tz ) FT VR L FRRIC K82 De A BEWREN 2R L, PURSMRIER (A RIED
BEPEREIRCE ) LB D SIEH 28I,

(2) ENERMT SRR
18.2 FEIE{EH
(B - +—iElmEs)
18.2.1 BEREER
Z v N T OB K OWERRIE S O B CIEIG & i/ S8, IGlEE R Z R L7z 209,
18.2.2 mMiEiEmMIEFR
THEXERRAXOFE - +HBIcE T A2 MikzEiis gz 9, 70, 7 v N TORKR FE®%ZHE
SRR K 2 BRI B O 45 e Uy LR 40 BORE LB G & i) L 7= O,
18.2.3 JHILEEB) TEMER
A XDOE KR WNMNGOERZTTE L, NWEHOPEH R OEmEEE L7z 7 9,
(MABKFE. 52/ - 5 DIKEE)
18.2.4 i F/82 VM
BRARPLRARIUER (v b, 4 X) ZF L, oA ET I UIEIER (7> b 4 X) 213
N ETRE IR Do T2 910,
18.2.5 £F7 I VY RAAITHT HER
AITTIVTHONDT v N TOEET IV OMRRIER~DOIY IAHMFHEH Z RS 720,
JLTO LRI E REHIER KR O ERERZE T »~ b TP muricide behavior ([El—4—YWIZ ANz~
U A HFETATEY) MEERZ R TS, 4 277 I SR LB 2R LTz 12718,
18.2.6 IR& -9 51
suanrrawyrena XY R— L RWERZRT~ U A TORPSEIEEH 2 2 <R ES37 10 f#
FERAN B 2B W TR, B O B IERIE A bR o 72 17,

(38) {EFAFRTABSMA - HHeER
M ER e L
<HBE> (Tvh) 9

VER S BLIRERH] -
Fy bOTHRENLE RIZLDHEFZE Lo < EENZH LT, AU FEOKRE 1 RIS

2,000mg/kg FTCOEREETIZEAEEENL LN oo, 4 FEEZIZIE 1,000 KO
2,000mg/kg DG THHWERZ R LTz, 7y hDOAF 7 2 X I 2K D5HIE L < SEBHTK
LThH, ANEY FiEHEE 1RETIRIZ E A EEREZ RS 720D, 4 IR ICH & 0 e IdlER %

~LT,
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VI. EMEIRICEII HEE
1. MPREOHTR
(1) ARELAMNLGOLPRE
MR L
(2) BFRSBRCTHRB S -OPRE
16.1.1 HEKE
(BEAl)
AT F (n=12) IZALEY FiE 50mg XIEHE 100mg Z HEREAFKE Lz & &, migHiE
IR EH 2 Bk lc e — 27 (ZNEH 0.16 4 g/mL XX 0.29 4 g/mL) (2L, T E 4RI
6.1 ], 8.0 FFfH CTYHA L 72 19,

0.3
it —Oo— #E 50mg
mr. 0.2+ —— $i§100mg
i
3
JE
(peg/mL) 0.1+
02 1 6 g (hr)
K [
ZNE Y REE 50mg & Y 100mg & LA G-Re O g iR CEXE £ S.E.)
Cmax (ng/mL) Tmax (hr) AUCos (ng-hr/mL)
§ 50mg 158+ 20 2.42+0.29 829-+83
#& 100mg 286142 2.6710.28 1656157
GRRz A1)

A B 7 (n=12) IZA/LEY Rk 50%% 200mg (A/LE'U K& LT 100mg) H[al#E 15
Ui & &, AR I G40 2 IR IS E— 2 (0.35u g/mL) ICHE L. I 3.0 W TR

L/ 71‘: 19)0

04+

% 0.3
it
A
W

}3 0.2}
i
it

(pg/mL) V[

0 1

4
S|

A E Y RHIRL 50% Ak G- o i PiRE CPYE+S.E.)

é(hr)

Cmax (ng/mL)

Tmax (hr)

AUCos (ng-hr/mL)

AIRL 50%

34852

2.17%£0.17

1770190
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(3) sl
ZUERR L
(4) BE - SfRAEOEE
(TVil. 7. MREAEH] OHEZH)
2. EYEERB/INTA—S
(1) BITAZE
fRERERR AR 24 G- L7z ie, AFIOMBEPREIT2 6 LT 3-3 /= AL FETCH TITE
77 200 21,
(2) BIGEETER 22
GMEANT—%)
1.895+0.472hrt (fEEERK A F4% 10 B2 50mg o 7 Buf 0, FHE+S.D.)
umwﬂ2mmd(%%ﬁAﬁﬁnom 200mg FERE A5, FHfE+S8.D.)
(—BEOZEIRAER I HEIR G L, &5 1 FE#EZRE L TRE L L7z,)
(3) HEEETEH
GMNEANT—%)
0.030£0.011hr! (fEHERLA 10 B 200mg &/ O 5, F¥)E+S.D.)
(4) Y73 2R
GMNEANT—%)
36.4+10.4L/hr (fEEERL A 10 11 200mg S8 M ¥ 5-. 7272 L CUF, F#)fE+S.D.)
(5) HHBE
GMEANT—%)
17.03+6.11L/kg (fd&EER% A 10 i 200mg SER% D% 5, 7272 L VA/F. ¥ +S.D.)
(6) £t
Pl v/

3. BEM (REaL—>ay) @&
(1) BAE
AR L
(2) RSA—2EBHER
MR L

4. HIR

1) WRIEL - W b

2) N"AFTRA TV T 4 GMNEAT—%) 29
R A 6 #1Z 100mg % §EKR O A # G AUC 13, ZhZEh 4,085+814 KT 1,326+
582ng-hr/mL CE¥ME£S.D.) THY ., BOLGRHO AL AT A TV T 413 27£9% (CF¥)
fEE£S.D.) Thd, (IRHEWFHIAT, K URME 3 FEMZITMERE L LT,)
) FRIRAN R GIIHE - HESOBRERETH 5.
AFlo, H -+ 8BRS (U 7L 50mg + §E 50mg + fEL 10% « fkL 50% D ) (kL TH&
RINTHE - HEIE, TAVEY FELT, @A 1 H 150mg % 3 [FZaHIE #5325,
RBIERIC LV EEIET 5, | THDH, £, ERFEICT LTRGBS HE - AEE, T2
LY RELT, @HEMRA1H 300~600mg Z0Elfk 08G9 %, 7k, Ekic L0 EEhy
W57, 1H 1,200mg £THETHZLENTES, ] ThHo,
IHIT, 9O - O DIRRBICHK U TR SN HE - HEIE, TAAVE Y RE LT, @HERA 1
H 150~300mg % & A& 5+ 5, Zekfln, ERICEIVEEHEBT 525, 1 H 600mg £ T
WETHZENTED, ] THD,
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3) MBATIEER : M BB L

5. 9
(1) itk -FeiBE P& @ tE
MU ERR L
<BB>HNBITE (T v ) 29
7 v MZ UC ALY K 64mglkg & MEHENFE G-REORMN, T EER B BRI EE & QR ZE (LR
AR CIE, PRI UMANEREMES . - B EE A E N HEE S D,
(2) Imi&k-fadkEaFE &
MU ERR L
(IVIl. 6. (5) 4] DESH)
(3) Ait~oBiTiE
PERRM O WIERT (n=20) IZALEY K 50mg # 1 H 2 1[0 7 HREIXER DL L- & &, &5 2 R
BOFAIHFALE Y R 0.97 ug/mL TH 7= 29,
(TVIl. 6. (6) #&HMw DHESH)
(4) HE~DOBITHE
MALRIESZDOBRE 8 FIICANLE Y R 400~1,200mg/ A % KA 585 00 78 5 IR I8 T O BT TR E 1
0.05~0.37x g/mL T&H Y . MIEFH SRR F~OBITHEIL 8E4% Th o 7= 29,
H) AANO, HEIETT LTRGBS HE - HEiE, TAre ) ReELUT, @EpA 1 8 300
~600mg /N EFRR OG5, Z2BER, ERICEVEEHEET 225, 1 H 1,200mg £ THET S
ZEMTEL,] Thb,
(5) ZofhoiBB~DBITHE
MUERR L
<BE>Hk~DA (T v k) 20
T v MZ UC ANV E Y R 16mg/kg i AEGRE, WOz T 2 KFFZICE— 7 ITEL,
AT IR, B CE <, WO TR, M CEmWREZ R L,
(6) MBFEAKESE
3.6~4.5% ([RAMIEETE) 29
<BE>
VTR, Ty b, AX, P BEFOOVTRIZBWTHEE% THVITEACERTE S (RIMNERE)

24)
o

6. K

(1) REBLEIRUCKBER
FEfCARE v, REIEE & LTI 2R THEE D DRt S D 27 29,
FRAE & LT, 5-oxopyrrolidine (A0 —FED HHEFR S LTV D 29,

OCH;
CONHCH;@O
N

|
C,Hj5
SO,NH, fCH (5-oxopyrrolidinefA)

(2) RMIZEST 2R (CYPH) OHFHE. HEE
AR L

19



(3) VEEBHNROERRVZORE

FLAEZTRNWEEbiD, 29

(4) REVOFEEDFERUFEEL, HELE
B R L

7. Bt

8.

(1) PEMEEAL K OV
PR K OV FE 28)
(2) Prift

(BEAl)

EFERR A S 7 (n=12) ([ZA/LE Y KEE 50mg IEEE 100mg Z H[ERE NG Lz & & 5 24 B
[t £ CIL G EO 26~30% 03 AKRZEKD F F RIS 7z 19,

IRz )

fEFER A B F (n=9) I A/LE Y FHIKL 50%% 200mg (A/LEY K& LT 100mg) HIARR O#5
Lic & &, Bh 24 WRfit: & Clo 5 BOK 26% B R ELIED £ F IR I HEM X juiz 19,
A B+ (n=3) IZA/LE Y K 100mg % H[E#E O # 5- 48 Kffilf% £ TIZRFIZHE G- ED 30%.
FHPIZ 16.5% KRB LR D F F P S 7z 29,

<%E> (7w k) 2

Z» MZ UC AN E Y RER O UIFARNE G L7256, #5% 24 BeEILAINIC 80% LA 1, R
H R OB S D,

(3) HEMEHEE (MEAF— %) 2
BERERAS T (n=6) IZA/LEY K 200mg (W7 &/, 8, vuv” (ENERAR)) ROKLEREO
R XA F 0 2 350 T .

- S~

z

3 \on

g \D..__
BRSNS
i \a /o_
]

W

2% 28 32 3 7 [ 8
Time(n)

Fig. 1. Mean urinary excretion rate of sulpiride after admunistration of 200 mg of different desage forms (averages of 6 subjects). O,
Capsules; O, tablet; a, syrup.

FSURR—E2—ICET H1EHR
AZ)LEY R, organic cation transporter (OCT) 1 2O OCT2 »EE TH 5, 30
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10.

1.

. BRFIZLBBRER

MERR L

(i iR HT)

<£%>50mg FHERFDOT — & 3D

12 il #BE (16~67 i) (ZBEHTBIMAIFIC AL E Y R 50mg Z§IRNEES L= & & FBR%ERIT 33.6
4% TH o7,

) BARNEE G TS - HESNORGRETH S,

AFO, B+ 46HEE (U7 &L 50mg * § 50mg « HPkL 10% « HPkL 50% D A) (2% LT
WENTHE - HEE, [(AreY RELT, @FERA 1 H 150mg % 3 [IZ IRt 059

Be RBIERICIVEEEB TS, THDH, o, MAERFEICH L TARINT-HE - A

BiX, T2y RELT, @HEMA 1L H 300~600mg 5 E A% EGT 5, B4R, IER

WX VEEEET 52, 1 H 1,200mg FTHETHZENTES, ] THD,

I 5T, 90 - D OMREEICK L TAGR SN HE - &ElE, TAALE Y RELT, @ERA L

A 150~300mg # /&I NG9 5, 7234Fks, FERIC IV EEEET 223, 1 A 600mg £

THETAZENTE S, THH,

HEOBREHT %
LR L
(VI 6. BEDURE AT HBHCHTBIEE] OHBIT)

Z itk
REER e L
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I. &2 (FALOFES) (CEAY3IER
1. E5REBLETDOER
BEEIN TR

2. ERABLTDER

2EE (ROBHIZEBELELI L)

2.1 KRB ORI LiBUE OB ERE D & 2 B

22 7T FUoNUNEO TERERESE (e 7T —~) OBE BRI UERICEY T e T

F UMW L, A ELSEIBEANSH D, ] [8.1 BH]

2.3 BEMBE XTI NI H 7Y A=< DE Db 5 HBE [ FERIEZEZTEZhNH 5, ]

(fiah.)

2.1 — I H D FAIDO R L 0 BEUE & 4 U BEICHE— Ry 2 a8 H T 2 RN HR G S n-5
B T UVAX—ERZZTAAREENELS, Y a v 7 SROEERBENZ2EL2BZNARH 5 2
LD RAIDORT R LIBEUE OB O & 5 BFE A a L L TRE L,

2.2 KFIOBHIZEI D a7 7 F o RIRESI, v T7 7 F ) —<vDOFEIZRADLNDRE
Br b2 DAEEMDND D,

2.3 REIOHEHIZLVEBENO T 27 I VRN REICHEREL, FERIEZR -T2 ERmonTn
%30, F7z, invitro DFERTHANVE Y RONEBESAMRICIEH L, 1727 I 2EHT
ZEMEHHNTND 39,

<£E> Bzl T 5 wREA R

s LIa%t - LE T
ATIATIVHE —
NN LR T 1 OIAHE T —
— e ) IR ——— 54 0 O O 1 FEHT + ——— 51
— M ——— L =it —— Ml T
— Na L t—
ML )
—+%ﬁ—————7TLWWﬁWT
—e Tl Pt ————— > I t——— i
t A
— IR — NG5 i 1 = (R A
— JJ4E AR5 )

3. MEXEIHRICEET SFTELTOER
BRIE STV

4. AiERUHAEBICHAET 5EELZTDER
BIE STV
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5. ERGEFNIE L EZNER

s.zit;&z:am.%

8.4 AFIOEEIZL Y, WHWIERY (FuF 7 F il ERF) ., sERNBIERSEORIERNRS 5 b
mé:kﬁ@éam;$ﬁ®&5 L X AL e E+EED S ZEHTHZ & [2.2,
9.1.4, 10.2 ]

8.2 IRZ., VEWVWENRHLLNDZ ENHDLDOT, AFIELFOEBEICITABEOERSMERE D
B OBEICEFE S ERVWEIICEETHZ &,

8.3 HilAEA AT 570, thOIANTIELSL T, BHIAZE, MIEEYEC X DEHER & REEME LT
L2ENBLIOTHERTDZ L, [10.2 ]

(fi)
8.1 ﬁ%’”‘iﬁbﬁ?% EMEAT L Z LG TRIKCREL 52, 70T 7 F WflRF D55 %
W5, SR T e T 7 F RN LR L. NOMEBERESR H (X 2 T 0 O RINE A3 58

BT D, if:ﬂﬁﬂ’?ﬂélj{%w/w&/jﬁzmn“\/w&/ (FSH-RH) . KAV E VIRV E
(LH-RH) OWrifilEnszo, HEMOEFTHCEARE 2D 2 E03b 5, HEESNRIER
WCOWTIERII R b DO THDH Z e b, HHEHIEREFICEL LD THDH, AEIOHEHIZEEL
TIEHINOLORIWERZE#R L, A ZetEsBE LI ETHEATL2ZERMNETHD,

82 IR, WEWZEZITHANCHBEBT HAFEEFHTHY, 2oL RENERIXBBHOERES/A
W2 1 O B O BEICIE R T HH T L o TXEKRRFBOFRE & 72 0 2R 0o T, FHBh ko
BN ERELAME L TN D

8.3 &A#l> CTZ (Chemoreceptor Trigger Zone) %4t L COHMXMENE M- (253 2 HIHAER X2 = v
T D143 GRS TH D 9, Lo TRFIRMFRCIZ, K hE-Chn2E, IMIEE % o
BECOMHERZ RS T EERS 2O THEET HILERD 5,

6. WHEDEREAIIBEICHTIIR
(1) AfHE - BIEEFOHIBE

9.1 AHHE - IEESDHLEE

9.1.1 i - MEES. BOEXEFLASORVDOHIEE
EREENIEDIBENNH D,

9.12QTERDHSEHE
QTIEENEALT ABENLH D, [11.1.3 ZE]

913 QAT ERZEC LYTLEE EHLRIROHIBE. BHV Y LNEDHLBESE)
QTIEENHET HBENLH D, [11.1.3 ]

9.1.4 NR—F VY URIILVE—INGERBAEDEE
MRS IR BT 2 BTN H 5, [8.1 BR]

9.1.5 fiK - REFRRBFZLZHS SENEXROHLEBEE
HEMERRE (Syndrome malin) 238 Z 0 0970, [11.1.1 2]

9.1.6 FEKAE. RHIEAER. B, RAKREZORKREFEHTHIEE
i FEARAE . BURIMARSE S O AR FERRE N A ST b, [11.1.7 ]
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(fi#E)

9.1.1 BUEMH STV 2 HUSHHIERC O DO PITid, DERZELmAERER & ORIER %
BT DA EEHY, A ) RTHLENZ M, MEZb, BPER, SEIRERA 5T
W5, FTAEICBWC O DERICERT 2 & BbndERAE 2 o 72EF b HE 90X T\ D,

9.1.2, 9.1.3EWER (1 X) THAIO QT ERFEMPHE SN TEY 39, EREZESEDLEBZ
nnbh s,

9.1.4 AFNIPL KA AMNEREZATH20, ARFOEEIZL Y =%V IJERZELLSEDLEBE
b s,

9.1.5 — I Z D X 5 7 RAED BE CITEMIE RN R/E LTV EnbhiTing,

9.1.6 BKINF[ENZ B THURS 7 36 F O COMAMRERIED U A 7 IZHOWTHEBEMEN 2 S,
IhEEE, BRI TH MR ERIEREOIERRELZTH 2 & & L,

(2) BHEEERE

9.2 BEHREEESRE
WL REN T 2B END1 D 5.

(i an)
BRSO H 2 BE TIE, mWMHRENFHET 28 Th R b5, & BEEREREEIC W TR
i PR EE AN IEFRERE G 0 1.7 f51CE L, RIS 6 fRICIER L7 2 MG SN TN D 39,
(3) HHEEERE
BEIN TN
(4) £HERREHT HE
BE STV
(5) Whm

9.5 TR

T SOTIEIE L TV A ATREME D & B LethiciE, 1B LB RN G Z LE 5 LB S 556
WCORFEES D Z &, EIRBEIICHSHRENEE SN TWA RS, FraAeRIcmalEE, JHiR, M/f
W, R, HERET. SRS OBEPUER-SCHMRIMSIER N H bz L ORERD D,

(fif)
BRI 1T 2 BEBUER O SE AN EE R O L I F USRI B O EFH TH 5,
(6) R

9.6 RELIF
BHA LW EREE LV, BHP~BIT T2 AR EIN TS, [16.3.1 ]
(figsn)

FERRMIOWIFE (n=20) ICA/E Y R50mg # 1 H 217 HMERA&KE LzE &, &5 25
M OAI T AN E Y NREIX 0.97 1 g/mL Th - 7z 29,
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(7) INRZF

9.7 NE%
INBEE R G L LT AR VLR 2 FeiE & U7 AR BRI = L T,

(8) Elm¥E

9.8 BiNE

BIVEA (BERANIEREE) ORBUCEE L, BTN EEBIZCEE T AR CEEICRET S
Lo AT, EELTERELSHEMSN DD, @il CIEBHENME T LTS ZEREL, @D
M EENE T DB ENNH 5,

(fifam)
(TVIl. 6. (2)EHEREREEERE ] DIA

W

)

7. HEEHA

(1) GtRARRSETDER
BEIN TN

(2) tREABEEDER

10.2 HiAERE (BFRISEET S L)

RN BRIARIEIR - 518 715 R SR

QT HEEAEZTZ LAMONT|QT IR, DEMEREARED (AH LR OEA TV

VD FEFH HERRAEHZEZ3TB2(QT MRLEESELIBENNRH D
AITTI nNndH s, oo, PERIC K O ERI DR 236
EEY R TNRH 5,

£
[11.1.3 ]

XL Y 2K TF & U ZF TR O FEAE AR OFIEERIIC X 5,
Ak &7 DM < M AR
Dol N Vg SER 2 RBEMELL T DB TR

b D,
[8.3 & H]

NI RRIEA WU RE S & | BEIRIMIIE | AFI KON & OFRAFNTHT 3
AbhruvarZ7 IR WRFHB LT D, TEHZAT 5720, JFHICK VLR
FT7YR NIUERDERLS H bbb,

£

Tz ) F TV RIEA|

rarra<wdr
-

TFa T x ) REA|

g XY K—)u
-

(8.1 &)
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HRX fepR A 79 FH AT AR R 8 S ) A ) 2 | AR S O 2 & o0 AL AR pe 4
7L B — VR AR WIS Enb b, fER 2 BT 5,
JER IR
e
NEARPE (B S FAEIEN 29 S0 2RI I U HERZ/AT 57
LR R b5, O, EHR LT 5,
s
7= FHAAZ PR RN HIE I 2 | & b ISR sl E 2 A4 5,
/el WS EL2ZEndH 5,
8. BElER
11.8l4EH

ROBWERDB BN ZENRHLHOT, BlEZ 7TV, RENRBO GGk E 2T
13 % 72 LD 2R ALE 21T O 2 L,

(1) EXGEHER & OHER

1.1 EXGEMER

11.1.1 BH4EZE (Syndrome malin) (0.1%Ai5)
TEEHRER, TREZ ORI, WE N RS, AR, MEOZEE), FITENEE L, ZNICT] Sk AN
HoONDEGEX, B EFIEL, KBHE, KoMEE0LGEHE & bISHEU R AE LT 2 &,
AEFRIERFIZIE, AMEROIEICHE CK O LR B A LND Z ENREL, £, IA 7 vV Rk%E
O BHREDIK TRALNDL ZEND D,
¥, mEADEGE L. EIRREE, PERNEE, IEBRENL, BAKER, SMEEEES~EBITL, BT L
BN HRE SN TS, [9.1.5 B3]

11.1.2 #E8 (0.1%A1H)

11.1.3 QT E&. D =HH (Torsades de Pointes Z&L) (K% 0.1% A7)
[9.1.2, 9.1.3, 10.2 &}#&]

11.1.4 fEEFRIREE. FMEREAD (% 0.1%AKTH)

11.1.5 FrRERRE. B|E (% 0.1%A)
AST. ALT. y-GTP. Al'P ® LR %5 GRS, AR L DLNDL I LRH D,

11.1.6 BREESAXRIT (0.1% A1)
FEHEEIZLY . DAMEOREEENN S bGP I LR T2 E03H 5,

11.1.7 FERGE. FREPFIRMRE (5 0.1% A7)
FRZERRSE , FlRIMARAE S5 O AR ZERRIE N HE S TWDH O T, BEa +oicdiTv, BUliv, .,
DU OISR, FHIES S50 SN HA I, B5E2F I+ 57 Sl @Es21ro 2 L. [9.1.6 &
]
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(2) Z0inEI{ER

11.2 FOHDOEIERA
(B - +=36:EE) (H 7t/ 50mg, &€ 50mg, HHI 10%. HIHI 50%DH)

0.1~5% Al 0.1% A
PN Gy AR s, M eIE  |FUEMER, P A4
BRSNS RN=F Y JEGRE (IRER. R
I, WEHESE) . HOH o, BRI
R R IR, R&, DEV, SbOX
THAb#s 078, M<our, B, Wark, K
Z DA Bk, 1ok WS, I, PERKEGE
(A KRE. 52/ - 5 OB
0.1~5% Al 0.1% A
D - A RED JIINE= N 2 DB, e EA MR,
HENR
BRI SE PR 2 IR EBERE (R AR

M), PAXFRYT (FOHoO
. EeakEE, SRS, IREREEL,
TEARE g e T INEES), T Y
7 (HAAARE)

IEaRlA FUt W, ot biLE, AR |HEER, DA
SR

FEHRFRRE R BEARME S, AR, B, IRK, HPpEL, AR, HHE, 28,
M. BHE, O FE V., REEE, B, | an, AR
BRER ERIREE, L O, EHEENRH

Hibss Bl WEr PYE. ERL, BACRER. | TR MO, I8, AR
JE R A Rk

Ji ik AST. ALT. Al-‘P %o 5F-

B 39 Z 9 FERK

AR TAREE, IRERME - =K, IRo

HHox

Z Dt REHTIN, TR, WD, RN, [BEIR. R, R 20, BV, B

PEPRIAEE,  PEARIEGE FEIT. A

HED AMICHEELZSA, DERICERNAOND ZERHLIOTHEEICERGTHZ L,

H2) 20X BRIERNH b ONTHEITIE, WEXIIN—F Y A0 GF &Y 72 A0S 21T
2T &,

FEBUHEE T ik O A 2 B e,
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SERHEERRERFEER VGRKREERE —K

AT - T D Ear

FERHE 37 {2 39
WO O B % 17,010 6,078
mil VE H %6 BLGE 1) 3K 2,136 225
gl E H % B K 3,166 259
BIERFEBIRERIE (%) 12.56 3.7
- e HHMAE (%) - e e FHBE (%)
BIVE RS ofEs el STy BIlVE 4 O FEdE Y (L
i - MER It 14(0.08)
£ k5 11(0.06) HEIR IR 24(0.14)
I TR 19(0.11) P 9(0.05)
fa PN 5 R 11(0.06) BV 1(0.01)
SR 10(0.06) TEE 20(0.12)
N 4(0.02) ER2) WAl 1(0.01)
LEETLE () 1(0.01) 2(0.03) HILEE %R
AR L - TR 76(0.45) | 9(0.15)
N—F U = AN R 115(0.68) 155K 92(0.54) | 68(1.12)
IRtk 217(1.28) 4(0.07) BHRAIR 57(0.34) 1(0.02)
il 55(0.32) BB« B AR 22(0.13) | 4(0.07)
it 66(0.39) 1(0.02) T 12(0.07)| 4(0.07)
DA M=T 1(0.01) oSdbi 8(0.05)| 17(0.12)
DAXFRYT 42(0.25) &R 6(0.04)
FOHLoON 37(0.22) Ze SRR 1(0.02)
SabkEE 26(0.15) 2(0.03) S T A 1(0.02)
S tats 5(0.03) I s R e 2(0.03)
IRER B s 17(0.10) BT 10(0.06) | 2(0.03)
pa sy T 1(0.01) T Do HIEEE 5(0.03)
Wi T [ 4(0.02) [ ik
THIT 168(0.99) AST(GOT)-ALT(GPT)® 5| 29(0.17) 1(0.02)
B 5(0.03) CCLF -« TTT @ %5 1(0.01)
P2 ER BE
L0 150(0.88) | 18(0.30) B 37(0.22) |  1(0.02)
FIRER - HBEEIR 23(0.14) 3(0.05) 5 1y 1(0.01)
AREE 199(1.17) 9(0.15) % 9 FERk 6(0.04) 1(0.02)
TR 6(0.04) AT P AL B 1(0.02)
RIEA5 Hif 1(0.02) Z 0
AmEER IR 27(0.16)
AR pE 481(2.83) 1(0.02) R EE N 117(0.69) 1(0.02)
N RS 123(0.72) 5(0.08) ARBR K - HIK 2(0.01)
R& 208(1.22) | 20(0.33) HEE 6(0.04)
Bz 44(0.26) BOoboox 6(0.04)
mEin 6(0.04) PEAR R 19(0.11) 2(0.03)
FARY 10(0.06) 35 1(0.01)
OEm - 28 8(0.05) & - PO 2(0.01)
AR TE 9(0.05) 2(0.03) R RE 3(0.02)
A 4(0.02) DT 1(0.01)
Bhis - ERRE 23(0.14) 1(0.02) ARAE IR 4(0.02)
i K an 1(0.01) £ HH I 1(0.02)
5 oOK5y 2(0.01) SR 3(0.02) 1(0.02)
BEHER W 75 1(0.02)
Wi - HEEuRk 123(0.72) | 16(0.26) ERR—r 95 1(0.01)
e 132(0.78) | 36(0.59) FED Iz 1(0.01)
PHJE - BHE 60(0.35) 3(0.05) BUN L& 1(0.01)
WEVN - IR 79(0.46) | 20(0.33) A I EREE N 2(0.01)
LU 20(0.12) H ifn Bk 1(0.01)
UK - I8 11(0.06) 6(0.10) =gl 1(0.01)
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10.

1.

12,

. BRRERBRICRITTEE

BE I LTV
BEHRS
13.B8EHE

13.1 FER
IR Y EETEE ORI IR B b bivs, £, BENRL DO Z L H D,

BALOIE

14EBRALEDERE
14.1 EHFIZMAFBEOEE (H T/l 50mg, £ 50mg, BB 10%., HIHLI 50%DH)
PTP @20 FKANL PTP > — MO HWV L CRAT2 X 28952 L, PTP v — hOEAKIC X
D BWELA R R TEREA~IA L, BICIZRLE B 2 L CHERIAR SO BE LR AIHELZ IR T 5
ZEWBH D,
(fian)
A3 240 5 (KR 8 4F 3 A 27 AfF) KU%E 304 5 (CERK 8 4F 4 A 18 HAF) [PTP FRAKA K
WZDWT ] IZHEVWERE LT,

ZOHDFE

(1) BRERGEAICEIER

15.1 EREREAICE D &R

15.1.1 S ETIM S AL 72 3R EE I B U 7 R rRi etk GRERANVEhEE - 202R) 2 A 7 2 Sl iR & x4
& L7217 OEIRRBRIZ B W T JEERIGURE R SR BRI 7 B ARG & i L COE L8 1.6
~1.7 fERpoTm L OWENRD D, £z, AETOERFREICE T, ERPUSMREK G IEER T
R & RIS RO ERICEGT2 L oRERH 5,

(2) FEEREKRHARICE IS HR

15.2 FFEREREERICE D 1
15.2.1 B OEMEEERR CHEZEN L. 70, AHRBRICB W UBIRROE F 2 2§ & OomE 2
Ho,

15.2.2 7 v F T 40mgkg/HLL . £7-. =7 2T 600mg/kg/H LA &2 B A#KS LZRERICE
W, FIEAR, LIRS COEERAHENIREICE LEWEORERH B,
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1. FEEHER

(1) RHREHR
(VL. SREHFIIBF 2 E ) OHEM)
(2) R2EEEHR

TR (F X) ROKRMILEILRER (Ixr) 2599,
(3) ZDiDFREHER

X. JERREREARICEAY H2HE

B R L
2. SHHR
(1) BEBEE5EHHER
HA[a]$¢ 535 LDso 39 (mg/kg)
i B ~ A Z v b
R P I i3 i3 i3
B RN 48 50 42 40
i fze 180 170 230 210
BT 290 330 540 360
oo 2,300 1,700 9,800 11,000

(2)
1)

HEEIR « BUEETIZZ L OGS, BRIEREORITHTE LT,
F7/o, vUA, Ty MEE QMEESEITRD b o T,

REEREEEHER

SD %7 » hIC 500~4,000mg/kg % 1 » A, 250~4,000mg/kg % 6 » H R O#EE Lz T
I%, 250mg/kg UL EOEHRETHR Y- 6 » A2, 1,000mg/kg LA O GRETHR G 1 5 ARIZENT
NTEEEOBO AL N, M E HI12, 2,000mgkg UL EOEGEECEGIHEER, AE
HAINEE DWW EDS . 4,000mg/kg HHHETHLEFINENENA BT 39, £, 100~200mg/kg %
1 » AR THEEG LB, JLIREEOHM, LROFHE. FEHEOBREORD . 5Kk
OATSZ MR OB DFEME, T IAROEFE O RNFAGH3F H 4LTz 40,

B — 7L KIZ 200 K OF 500me/kg % 3 » HE. 50 2T 100mg/kg % 6 » AR OG5 LZRBR T
X, FTEAEOFEG S FHETIEE A DI, £72 100mg/kg UL EOF 5RE TR - g REEO
B, BB OK T, BN ROZFEMN NN, 2608 id#Es5H1E 3 » A%ICIZIFEIE
LW 40, F£7-, 25~200mg/kg % 6 » A, 200mg/kg % 43 HEK F#H5 L7 BRCIL,
100mg/kg LA LD EGHETH L R FABRBN R TR D BIBE DR & AT MR BNTD, 2
DINFITE Gk IR 2 IR LT, E72, 5 6 » ABRITITRNIR A OB NIEO ZEHE, IR
DFERTE AR BTz 40,

(3) EBEsRER
B R L
(4) NARMERE

SD %7 v MZ 40~600mg/kg % 105 B R O£ 5 L7z 23 AUJRMERER T,

Iz

FLIRIE LSS O 8 A 3 e - B
FABI L CHEAN L7z 42, —J5, Wistar 52 7 » T 600mg/kg Z HEZ1E 90 JA[H, MEIZIE 107 B R

B G- U7 H3 AR MERRIER Tl FLIRIESS O #8370 < VBN OD Z o v AR O IRIEDSHE AN L 72 49),
72, TO R~ U AT 40~600mg/kg %, 78 H[FHE A5 Lo 23 AJJEMERER Tk, 600mg/kg &5 L
7 M C LRI S K O F SRR A3 N L 7= 49,
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(5) £EHRESHSER
1) SD %7 v MZ 32~125mg/kg Z#% 05 U 72 iEiRAT MR OMEAR I E 5308k Tld, HRFOMK T A
KT, ZHUTEE L THEONSFWMEREOZIZ L 2 b o & Bbi, #5F1RIZ X b #e0 b
LTz 99,
2) ICR %~ U AIZ 125~500mg/kg %% A 5., 50~200mg/kg % & F# 4., 10~40mg/kg % & kHN
#eh. SD %7 v MZ 0.56~2g/kg Z# N5 50~200mg/kg & M5, AEMEY Y FIC 10 &
O 20mg/kg Z §MRIN IR G- L 726 O B TE RO #5308 Tl Wi b AL B Lo 7
39)
3) ICR %~ 7 AT 32 Je ) 250mg/kg % #% N $¢ 5 U 7= JE PE) B O gL B 558088 CId, BHAR, B4,
Fe R AR D AFERE TR BT A B2 Do Tz,
SD 27 v MZ 32 T 250mglkg % #% 115 U 7= &8 pE 1 K Oz SLI % 5508k Cl1E, 250mg/kg ¢ 5-
B TR O M ERIE DS F2 O ALTZ DY AT D AFERESE OREREIC X~ D B L e o 72 46,
(6) BFrHl#REAR
MUERR L
(7) ZHO%FH*EME
1) KAFHE
NS — VBT J1 7T O 1A 40mglkg o OV 80mglkg % #5512 & 5 28 LB R A7 PERRER
P TD 40mglkg KON 80mg/kg %4 2 WM H 1 [BIKER 055, 1EMOEWN X 2 B iRk
TP BGERERAE ONC E PNaEE B B EGRERIC K0 . FIRIIC BB & VTR & Ak L 7e
W2 ERHERR STV D 47,
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X, BEMERICEYTSRE

1.

BHEIME : 3 F

R PR AT

HHX5
R~ F—)L 7 7/ 50mg LG EER (ERE-TEME DL %E
K 7'~ F— L EE 50mg WEOEHATAZ L)
w K7 < F— L 100mg
R 7' < F—/LEE 200mg BISE, W EIES (FEE-ER%E O
K 7'~ F— VAR 10% WFZIZEIVEHRTLZ L)
K7~ F— /LHBRL 50%
ARGy | AVEU R JEH| 3
1 EH 50mg LA N &G ek, 7B/ VITEIEERD BRI D,
. BAREIE

. AERETOIE

. BBEVWEDEER

20BNV EDEE
(H 7+ L 50mg)
AR R &R TRIFT 5 2 &,

. BERITEM

SEARIEE Y
<FVDOLEBY
Z DA B )

A K
A
JEM

. BF—m45 - RBhE

F—psy 0 ALE YU R 7R, 2L ) REE, ZLE Y RHRL

T S

"+ BEE Y77t —h

(WEE R AE) FEFTY R, ~aY R—L

(

. EFfEEAR

1973 41 J1 10

DO« HONREE) ~ T IR

H
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8. WERFTARFARRVREES. RMEXNEEAR. WEFBEAR

R5e4 IR B AR A H KGR E IRAMFEENL A A WRFERRAAEE A A
(IHBR7E44)
K 5 ) 197341 A 13 H 14800AMZ00039 197442 A4 1 H 197348 /] 8 H
R~ F— )L FE)L
K7~ F— 2008 4£ 6 H 20 H
) 2008 4£ 3 H 27 H 22000AMX01431 2008 4£ 6 H 20 H .
4 7+ v 50mg 20204 10 H 1 B
K7 <=F—/L§E 197945 H 2 H
197943 4 13 H 15400AMZ00252 197944 19 H .
50mg 2020410 A 1 A%
K7 <= F—)L8E 197945 H 2 H
197943 4 13 H 15400AMZ00253 197944 4 19 H .
100mg 2020410 A 1 A%
K7 <=F— )L 8E 197945 H 2 H
197943 A 13 H 15400AMZ00254 197944 7 19 H .
200mg 2020410 A 1 A%
R 7<= F— LRk 198149 A 1 H
: 198141 H 9 H 15600AMZ00022 198149 A1 H ;
10% 20204F 10 A 1 B*
K 7'~ F— L HlkL 197945 A 2 H
: 197943 4 13 H 15400AMZ00255 197944 4 19 H ;
50% 20204E 10 A 1 H*

9. MEXRIMREM. AERUVHEEHENEOFERAARVUETORE
N7~ F—/v 7 7 & /L 50mg
197948 H 3 H : [5045 « 5 DIRAE] D4 (Bl G RIIE) | DORIRE - 2hALEBN

10. FEERE. SRR ARFARRUVEZORE

AR ANA

1. BEEHM
LR

a ik

12,

BELRMEIRIZEY 51EH

[ R B OVREFRB I QN SRR HE 5 & JRAE S R B 28 i D 4 F IS | (B4 5
R 107 5o PR 1842 3 A 6 HAY) & 2o —fitkiE (BEATEE SR 97 5 1 Rk 20 4 3 7 19
A (&0 TR BRI S TSRS | ITIFEEY Ly,
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13. E#Ea—F

. JEAE B T L | ERERR S = — R . Lt 7 NERALE
AR7E4, L . . HOT (947 &4 | ~ __ 7"
IR = — R (YJ =—F) VAT A a— R
K7~ F—n
N 2329009M 1380 2329009M 1380 104449203 620006993
J1 7 v 50mg
K7~ F— Vg
50 2329009F1110 2329009F1110 104444703 612320201
mg
K7~ F— Vg
1179016F1124 1179016F1124 101395503 611170249
100mg
K7 < F— Vi
1179016F2090 1179016F2090 101400603 611170250
200mg
K7~ F— )V HihL
10% 2329009C2055 2329009C2055 104432403 612320199
0
K7~ F— )V HihL
2329009C3078 2329009C3078 104437903 612320200

50%

14. REHRTLOIE

AR ANA
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. X
. SIRAxE

1) SB+toE BASER s E, C2486-C2489, J&)IIEL, Ht, 2016

2) M Ml 2R 24 (). 960-961. 1971

) BEES Al SHHEEER, 3 (4). 301-304. 1969

) B RER M c B 6 MEETEMIG R IE RN A SE, 108-122, 1969

) #8y RZ it IKEESF. 24 (1), 48-56, 1971

6) MR il B2HE. 24 (5). 958-959, 1971

) fEIE R RACVEB MRS, 5 (1), 50-55, 1969

) HHOER fh o 2R LT, T (4), 753-759, 1970

) Honda, F. et al. : Jpn. J. Pharmacol.., 27 (3). 397-411, 1977 (PMID : 562433)

10) fENHEE 7 > b - FKEEH

11) Bartholini, G. : J. Pharm. Pharmacol., 28 (5). 429-433. 1976 (PMID : 6752)

12) #HNHmEE 7> b - KIEH

13) RS E - v - HEEEH

14) #HANHREE : 7 v b - HEEEH

15) #NHREE 7 v - HEEH

16) Valzelli, L. et al. : Psychopharmacologia (Berl.). 26 (3). 255-261, 1972 (PMID : 4672451)

17) Wi 7% fh o BRIK S AFZE. 55 (4). 1136-1143, 1978

18) tHPNERE T - A - FEERE

19) thNEEE - fEARAN - 3EpERE

20) Lenhard, G. et al. : Int. J. Clin. Pharmacol. Ther. Toxicol.. 29 (6). 231-237. 1991 (PMID :
1869345)

21) Bressolle, F. et al. : J. Pharm. Sci.. 81 (1). 26-32. 1992 (PMID : 1619566)

22) Sugnaux, F. R. et al. : Eur. J. Drug. Metab. Pharmacokinet., 8 (2). 189-200, 1983

23) Wiesel, F. Aet al. : Eur. J. Clin. Pharmacol., 17 (5). 385-391, 1980 (PMID : 7418717)

24) tENHEE T v b - EKipEhie

25) Aono, T. et al. : J. Clin. Endocrinol. Metab.. 48 (3). 478-482. 1979 (PMID : 429499)

26) AR EH] M ARERRSRRAEER. 4 (5). 351-354, 1982

27) Dross, K. et al. : Pharmakopsychiatr. Neuro-Psychopharmakol., 12 (6) , 438-444, 1979 (PMID :
538089)

28) /A FHR M BUROBK, 3 (11), 683-687, 1969

29) Gouda, M. W. et al. : Int. J. Pharm.. 37 (3). 227-231, 1987

30) Dos Santos Pereira, J. N. et al. : AAPS. J.. 16 (6). 1247-1258, 2014 (PMID : 25155823)

31) Labeeuw, M. et al. : Acta. Pharmacol. Toxicol.. 59 (Suppl. V. pt.2). 93. 1986

32) Teule, G.dJ.d.etal. : Neth. J. Med., 24, 68-71, 1981 (PMID : 7242764)

3) KA Wh— fli o AANSWTREE, 59 (10), 1608-1619, 1983

4) Puech, J. et al. : Immex. 6 (89). 1105. 1969

5) iH Bl AOUERERERICAHES, 116 (6), 416, 2001

6) EJI K B L ERIR, 31 (4). 691-694, 1982

T) JBARIEE)R - EISEIEREH No.61, 1983
)
)
)
)

W W W w w w

8) EABIERR - EFMLEIENIEH No.29, 1978

9) D AR o HEPEE, 3 (3). 269-275, 1970

0) A AhE o S HEE, 7 (9-10). 1379-1383, 1973
1) S ShE M S HERE, 7 (9-10), 1371-1378, 1973

AR o
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: 7w b R

7w b oo R
HE U - mEERBR

45) HNHEE - T v b - BERBR

46) fENIREE vV AROT v b - AR

47) MIE  FE] o FEPAE - TERREFEER. 1 (2). 145-149, 1975

42) S
43) HPHE
44) FEAH

il Ul

T I W M O

. TS E
B R L
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XIOI. 3Z&H
1. FENETORTRR
2020 4E 3 HHE, FKINLT V7 D% < OESRHIL TEAR SN TV 5,
AN FTBT e TR, HIELROCHEIFLLTO LB TH Y | SMETOAGIRD & 13587
725, ENOAGBRNEORHE CAANEZHEHTHZ &,
[#hEE (XZNER]
<17k 50mg * #E 50mg - AKL 10% - Ak 50% >
B -+ IS, AKIIE. 0 o - 9 DIREE
<#E 100mg - #& 200mg >
A RIVE, 5O - 9 DIkfE
(RERUVHAE]
OF « +fIBEE (77N 50mg « §E 50mg « HkL 10% « HPkL 50% D #)
ZJVEY RELT, @HEKA 1 H 150mg % 3 BB 0595,
PR RIEIRIC L0 T E T D,
OMA KFIE
ZJLEY RE LT, @EEA 1 B 300~600mg ZrER A& G595, R4, MERIC X v iE
HHET 22, 1 H 1, 200mg F CHET 52N TX 5,
O 2% « 9 DIRKE
ZNEY RELT, @HEA 1 B 150~300mg Z0E 08595, 2B4Emm, ERiC XV iE
HIT 525, 1 H 600mg £ CTHETSHZENTE 5,
HE T, FREOBEIVEIZ TERBEHE TV S,
4 B [E
214 Wockhardt UK Ltd (Tablets), Rosemont Pharmaceuticals Ltd (Oral Solution)
fR7E4 Sulpiride 200mg Tablets

Sulpiride 400mg Film-Coated Tablets
Sulpiride Rosemont 200mg/5mL Oral Solution

HIW - HkE 200mg Tablets, 400mg Film-Coated Tablets, 200mg/5mL Oral Solution

ShHE

1355 | Acute and chronic schizophrenia

HEN OHE | Adults

« A starting dose of 400mg to 800mg daily, given in two divided doses (morning and early
evening) is recommended.

+ Predominantly positive symptoms (formal thought disorder, hallucinations, delusions,
incongruity of affect) respond to higher doses, and a starting dose of at least 400mg twice
daily is recommended, increasing if necessary up to a suggested maximum of 1200mg
twice daily. Increasing the dose beyond this level has not been shown to produce further
improvement.

+ Predominantly negative symptoms (flattening of affect, poverty of speech, anergia,
apathy), as well as depression, respond to doses below 800mg daily; therefore, a starting
dose of 400mg twice daily is recommended. Reducing this dose towards 200mg twice daily
will normally increase the alerting effect of sulpiride.

+ Patients with mixed positive and negative symptoms, with neither predominating, will
normally respond to dosage of 400-600mg twice daily.

Elderly

- The same dose ranges may be required in the elderly, but should be reduced if there is
evidence of renal impairment.

Paediatric population

- Clinical experience in children under 14 years of age is insufficient to permit specific

recommendations.

SPC : 2019 4 10 H (Tablets), 2018 4F 4 H (Oral Solution)
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