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I. BEICEYTSEE

1.

2.

(

1

BOBRE

R 7 <F— L, 7T AD Delagrange t£0> SESIF #FZeft (FiY/ 7 4) ICB W TR SN
72. benzamide RDIKHKITH 5,

AN, K FEERMERIESA (B8 100mg - 52 200mg & F:<) KO « [FEVZER & L TO%)
REXIINREHT D,

197341 H 13 RIZ A 7N [H - +Z380HES ] ORISR TRRB SN2, £D%, 1979
8 H 3 HITHEMAZYR (Bl BEaRIE) . D0 « 5 DIRBBIZHRE IR 2R LT,

F£7-. 19794 3 A 13 HIZIEHE (50mg, 100mg, 200mg) K OHIK 50%. 1981 4F 1 A 9 HiZIL
B 10% KRR ST,

AZNEY RO AR RALE Y REET, § 15 iE AR (2006) L0 IN#E s ni-,

ZD%, BT RAFNZOWTIE, AL 12 4 9 A 19 AFHESIEE 935 &5 [[EEFHZIET 5729
D FEFE G DR REIH S IR TEA DBERV M DWW T IS < e 4 O s &F % 2008 4 3 A 27 H
WCHEUS L, lR5E4 % [ R ~F— 7'/ 50mg] ([CEE Lz,

K ~F—n B 78N 50mgl, [ KT ~F—/LEE 50mg), [ K7 ~F—/LEE 100mg, [ KT ~F—
JUEE 200mg ). [ R7~F—/LHIKL 10%) . [ K7~ F—LHIKL 50%) 17 AT T ARSI &
D IRGE S AL T2, 2020 45 10 H 1 HICREEIRFE KGR AN H = TR SRRk S iz,

Ha0ERFHEE
) [ - 5T ] R TR AR TR U BIESS - + HRIBEG ol ussEN £
AT AT I RROEHTH L, (TVL GBI 5HE | OEHSM)

(2) [520 + 5 OREE] 520 + 5 DRIBITHT 2R AAORENRILADLEDDL L T7.7%

(387/498 f5l]) Th o7z, (V. BIRICEETHEE ] OESR)

(3) [HEEKME] BIRMZRHT RS AEM (T v b)) 2R L, MERIEST D8R (B fim

B #A3 5, (VI HEHSEIS H5HE ) OHSR)

(4) [FAKRIE] HEAKRFEIC ST DR AAORAEDRIT, IR ARG T, LA L ED

5L 62.0%, JHIRIKRERIRIT. FBEW ., SUEREEHMEMH LY 30 | RGNS,
BRI L D £ s o Tnie, (TV. RRICET 2HE ] OHEEM)

(5) [H -+ %] (U771 50mg « 8 50mg - HIKE 10% - KL 50% 0D #)

71 7 VA5 6,078 5l BIVERFBLEX 225 Bl CHRBUBEL L 3.7% CTh o 7=, FEREERK T
1977 %2 A)

[FEeFE. 92 - 5 DIRKE]

FEOF (72, BE KD 5 17,010 B9, BIEHIEEENL 2,136 F] THRIEMLIT 12.6% T
Hotr, EREBEK TR 1982 4 4 H) (VI 8. @IEH BIFEIVEF M K OV R A (il 52 5
—] OHESH)

F72, ERAREER & U CEMEMREE (Syndrome malin) , &%, QT ZEFK, L=EHH (Torsades de
Pointes #&de) . MEPRIERAE, FMLEREVD . IFHEREFEE, SUH, ERMV AT X DT 2RI,
TEEE ARMASE S S Shcnd, (VL 8. BITER OIESMR)



3. HaOHFFENRE

(1) AR E LTH 7L 50mg, $E50mg, #& 100mg. #E200mg, FKL 10% K& OHIRL 50%238 %,
(2) <A77k B0mg> 7 7 RNVAIKIZIRTEA M OVEELZHIT LT,

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

4. BEMERICEL TAMIRERHE

A B 5 B

S KT | 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— /UKL 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

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 MR T 5,

pH 1.2 4.0 6.8 K
VR I 2mg/mL UL 2mg/mL Ll 2mg/mL UL I 0.55mg/mL
(3) WiEtE

37°C. 91%RH T bW MEZ R S 72\,
(4) BR (HER). BR. BER
Ale K 178°C  (4fiR)
(5) BIEEMEMEN
pKa'1=9.0 pKa's=10.19
(6) REREY
MER R L
(7) 2ot E4RHEE
YR - K, (291nm) : 9 72 (0.05mol/L fiifi%)
E! (266nm) : % 28 (0.05mol/L i)

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 | CEUIAT 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. ®&ICEY $IEE
1. #ik
(1) FRORXHI
K7~ F—)V 7 50mg : 4 7 AAl
K7 < F—/LEE 50mg *+ 100mg - 200mg : 7 4 v AT —T 4 T §E
R 7'~ F—/LHIBL 10% + 50% : HPRLA
(2) HEONBERUHER

HR5E44 vailyizz = S IE AR R
K7 =F— , £ 5 K7 =
TN |Hh T ﬂ:;’j :;f - = — F—
50mg o i) Hiw 50mg
3% #J 200mg
< = U]
IF IF N
KT~ F—)L|7 4V ba— M~ @@I @@I @ ;iz
PEB50mg | T4 U EE i H — —
% JE X BB 50
¥ 6.1lmm ¥ 2.7mm # 82mg
7 = U]

. éﬁ%& éﬁéﬁ‘ K7~
NT7<=F—|7 4 )b a— o~ |IQ:9-9| |I\,-IX99/.I @ S

B 100mg | 7 1 >/ EE i \\

R B KE 100
F71mm | F93.0mm | 123 mg
7 = U]

K7 <F—| 7 4V ha— H L~ |@09/“ |@ O@I @ F—v

B 200mg | T4 v EE i

— — 200
[EXES JE S B
9.1mm | £93.8mm | %246 mg
N7 <F—
P Bl AYA H
MR 10%
K7 <F—
HERL 50%
(3) EAa—F

(Mv. 1. (2) WAOHEKOMER] DEHSH)



(4) HHOWHE

W5e4 ARl (H®)
;;)Izgv?~/lx7b7t/1/ 10 255U
BRI BRI 1R
ongd i (KgW) ARk (B ")
K7 < — LEE 50mg 5 10 57 DAN
R 7~ F—/L§E 100mg 7 10 53 AN
K 7'~ F—)LEE 200mg 7 15 53 AN
BRI . BRI 1R
Wi TR | R KRS A (%)
(©) (%) ~T75um |75~500um |500~850 um| 850 1 m~
K7~ F— )LHBRL 10% 37 19 1~7 93~99 0 0
K 7= F— Lk 50% #9133 %18 1~5 95~99 0 0
(5) £tk
M Lan
2. HEIDOHER
(1) FHES GEERS) OESERUFEME
WR5E4 G Il
ke L R %ﬁmﬁ%\h?fmny?yzy\%%?wm~x\
. o ATT VU~ IR TN BTF L, T U VAR
7V 50mg AU R 50mg
F VUL
R~ F—L 1 e
£E 50mg ZE Y R 50mg AT, TR RN AFABALBR—R HIL
K7 ~F— 1 gEH A=A ATT VUV~ T XTI A BT R An—
$E 100mg Z/EY F100mg |[A, EFa A0 —RAT7 ZABRT AT )L, T X,
K7 <F—n 1829 N)TRvF TR Y
#E 200mg A e R 200mg
K7~ F—) 1g
HIHKL 10% ANEY R100mg  |FLEEAKFIY), AT T U VR, KU E= LT X — LY
K7 ~F—L 1g TFNLTI ) TET— b
HBL 50% ZLEY R 500mg

(2) EREEZEORE
MR L

(3) #E
BMEE e L

BRI

4. Al
AR

. BRABREOHREUVRE




5. BAYTHEHEIED HHRHEY

B R L

6. HHADEERHTICHETEREN
< RT~F—) 0 7+E/L 50mg>

R RIS PRIFIEHE PRI FE
3 25°C ZRERIE B I THKENTD
oy oyt .
EW R ER 60%RH PTP A1 36 & A -
e
U 50°C /mé@?ﬁ Z AR 6 % A £HRBEH TS THENTH
(5Ae) 277,
. AR (L2 BT
e - 35°C M2 T T T A 5 8 7,
s 75%RH GEEEY = L. TR ANER
HHIN5,
RERIEE MRk, TE. WM, R Gtk o 2
< K/ <F—/LEE 50mg + 100mg * 200mg >
AR PRIFSA: TRAFFEHE PRAFHIH S
PTP /%
5
R =E | FUTFLUR | 36 A ff%aai LTREATS
(U B LAD) -
NN DT HEH AR Z O
IKAY Do TR EE A0 K OV £
oyt
a | 0C PR e Gy | ML 725
" 75%RH = 23285 BT,
RYZF L FZRBEHIZTETHENTSH
ﬁﬁ%%ﬁgﬁ (T\/ U 7\7 bj/l/]\ U ) @) 71:_.0
o N . e R LA
i 7$§H Tjéég/ﬁ SHIA | WL EHESIASR < 72 5 B
’ " ﬁﬁéb%ﬂto
i ENHOL (B0 3 A 0710
HEREE MR, AERER. 8. HEEIao~ ST 70—, Ky (RBEOR) . WHM
< RS = F— LB 10% - 50% >
AR PRAF S RIFIERE PRI FE
H R TH
B -~ HEGEIA T T A 36 5 A FRBEHITETHENTH
() 7,
<10% > & RERIE H 1342 TH
. WETHIA T T AR BHNTH -7,
YA HE o fhe
Ml 80C (1) S| 500> s
A0 i
e o 30°C HEGEIA T T A o FRBEHITETHENTH
TR B sy RH GEED) SEA
<10% > ME¢a 7]
s e w | ¥¥—Vv (B o £HRBIEH TS THENTH
| BB s | S|
T A ()
REREE : MRk, Ky BEOR), MEgr/a~ N T7 74—, TE




. ARERUVBRROREN
REM LR

. FEDESELE (MBIEENEL)
< K7 = F— )VHBL 50% >
(IXI. 2. ZOMoOBEEEE] OEESMR)

. B
<ANEY K7L 50mg >
ARERZRA:
il B EHRBRIEE 21 (Crh—2H0n5)
[Bl#EE % OFABRIE © 50rpm (pH6.8 d U > FRHTFE M R)
B 0 120 43T T5% LA 1
1007
90}
80}
70t
60}
#50)
(%) 4o}
30r
20t
107

0 5 10 15 30 45 60 90 120 180 240 300 360
I (45)



< 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 I

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

< ZLE Y REE 100mg >
ARERZRAT:
#iE bR EHRBRIESR 276 ONRE)
[l N OVRABRIE : 50rpm (pH6.8 D U > BRHT AR 1R)
TR 45 3T T5% LA b
1001
90}
80}
oy 70 |
" o
# 50f
(%) 40!

0 5 10 15 30 45 60 9 120
R (57)

10



<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 1
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 - FEHE AR 1R)
IR 45 43T 80% LA 1
100 e
o
80r |
g o )
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
EE HE

WHRBRIES 215 (S RWE)

[EiEH K% OGRER I - 50rpm (pH6.8 ® U EAYRARTENR)

PSR ¢ 45 43T T 80%LL B

100 e
90 /”/
30 ﬁ
70 [f
P I;r
i m-;
#50t J-;‘
(%) 40 /.JI,'
:mﬁ — —pHIZ
T pH4.0
mf —pH63
10 " — d(
05 10 15 30 45 60 90 120 180 240
W (53)
10. B -
(1) FENARELESR - X, SEI/ EHLESR - AX(CEHT 5188
BN ANA
(2) %
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— VAR 10%

100g (FolgAIAD )

K 7' < F— )LHRL 50%

(3) PHREE
LR
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(4) BHROME

1.

12,

Hx 524

PTP w2k

NI ~F—nh 7FeL
50mg

PTP : RV b =17 4 LA,
TILI =AY
ae—: ARy Far L7 4 LA

K7 < — L& 50mg

PTP: RV Xt L 7 4 )L AN
FEARVE/AAE =T 4L
A, TII=U L

AL AR F L
FEOM R F L

N R oF Lo (FBHfrx)
WA a7

K7 < F—/LE 100mg

PTP: AU Fuat’L 7 4 LA,
T =L

K 7<= F— L 200mg

PTP: ARV Xt L 7 4 )L AX
IRV =17 4L
L, TIAI=U L

N7~ F—/VHIKL 10%

K7 < F— )LHRL 50%

ANV HTA
WNZ RV oF L AT X)
05| Iy w R =T

ARG Eh 5 BME
RUERR L

Z 0
AR L
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V. ARICEYSEE

1. FEEXRIEEHR
OB +=iEmE®E (h T/l 50mg. fit 50mg. HI¥L 10%. #FL 50%DH)
Ot & KER%E
OS2 - 5 DK

2. MEERIEHRICEAET 5FE
RE STV

3. HiERUVHAE

(1) BERUVRAEOHES
(B - +=EBESB) (h7Ft/L 50mg. £ 50mg, #HL10%., HEL50%DH)
ALY RELT, @HFHRA1H 150mg % 3 2y ERR OG5,
PRFIEIRIC LV E T S,
(& RERE)
ALY RELT, #@HEHRA 1 H 300~600mg Z0Efe 0G4 %, 248, ERIC L0 EEy
92725, 1 H 1,200mg £ CHEETHILENTE D,
(329 - 52K
Z)LEY RELT, B@HEEA 1 H 150~300mg Z 88 0595, 2BEmm, ERIC X EEey
W52, 1 H600mg £THETDHIENTXS,

(2) AERUABORTEM - #H
AR L

4. AiERURAEICEHET SEE
FEEIN TR

5. ERERRLIE
(1) BERT—321Rvr—o
MR L
(2) EREREEHER
YU ERR L
(3) AERGERFERR
MR L
(4) BIEMEER
1) AREREERER
(B - +=161mEE) (h Tt/ 50mg. i 50mg. #IHL 10%. #H 50%DH)
17.1.1 ER—BEREKRHAR
—fRERIRERER 536 B (I 7B, MR GHEET) ICXDH - + ZHRIBEEICHT 2RI
63.6% (341/536 1) ThH V., 1AM, Mi/hEE D5 L 84.5% (453/536 1) BHEBTH -7,
(M & LTE)
17.1.2 BR—BERRHER
—RERAR R 683 Bl DFE A RIEIC KT 2 NA] (I 7B BE, MKD OREGEIFIL, Kaafkn
Pe 5451 38.5% (230/597 f5l) ., LHNLED D L 62.0% (370/597 f51l) . FHE—RE OG54 TIX
67.4% (58/86 i), AL E DD L 83.7% (72/86 i) T, WHBIRARITNTHOEE S
BICE - TH, BIENH, SUEEAEEI L 0 X0 RGNS =R BRERR D IR &
NEXo5TWio,
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(529K - 52KB)
17.1.3 ER—BERERAR
— BRI IR 498 B D 5 D - o DIRRBICKIT DR A (I 7 v, BE, HIBD ORA IR 56.2%
(280/498 i) , AL E WD & T1.7% (387/498 f5l) TH -7,
2) R&EHUHER
MBI L
(5) #BFE - WBHFAR
MR L
(6) ammER
MR L
1) EARERE (—REARKRAE. FECEARERE. SARGELRAET). RiER
—RARE. REFRFTREBRAROAR
MR L
2) RBEHELTERFEORNENITEEL-RAE - RBROBME
% L7
(7) =ttt
Y LR

m

BT — 5~

<
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VI. ENEEICEET SHEE
1. EEZMICEEHSLEYMNITILEVE
PR A E MRS A1 M O - 5BV E A (benzamine %)
HE  BEOH DA ORRE - DIRFIL, BHORMNIEFELSZRTL 2L,

2. XEER
(1) {EFAEREL - fERRF

(B - +2#RER) (h 7t/ 50mg. f& 50mg. #H 10%., L 50%DH)

B REM RCE RN X 2 PUEBER & KA Do S B RN L 2 1 L& EE LI 2R3 0,

(MEKRFE. 528 - 5O0RE)

Tx ) FTVUREY EFRRIZ R De MR ER AR U, BUSHFIER  (BEA JRIE D

PERER S E) PO SERZ BT D,

(2) EDZERMIT SRR

18.2 FEIE{EA
(B -+=BES

18.2.1 MEEEHA
Z v N T OB K OWERRIE S O 2B CIIG & i/ S8, IGlIEE R Z R L7z 29,

18.2.2 M MIER
THXERRA XOE - + BB T A Mia s mEEz 95, £/, 7 v N TOUKR FE%HE
SR K 2 BRI T D45 W 22V LR BORE I B 52 2 i) L 72 ©),

18.2.3 JHIL B EB ST E/EFR
A XDOE K ONNEOEB Z TTE L, NAEWOHEH K ONEE A e L7z D 9,
(MABKFE. 52/ - 5 DIKEE)

18.2.4 fn F/X2 U EH
SROBRFLR ARSI AEH (v b, 4X) AL, OEERT I IHIER (7 b, 4 X) 213
A ETRE IR Do T2 910,

18.2.5 £ T7 I VY RAAITHT HER
AITTIVTHLNDT Y FTOEET IV OMREER~OIY IALIHIEH 2R S0y,
JLTO LRIV CREPIER R O ERERZE T »~ b TP muricide behavior ([El—4—YWIZ ANz~
U A& INHFETITE) MSIER Z R T%, A X7 T IS LB 2R LTz 12719,

18.2.6 IRRICx9 51EH
suanrra<wyrena XY R— L RWERZRT~ U A TORPSEIEEH 2 2 <R S37 10 f#
FERRA B T B W THRA, &S O B RIERIT A S iv7e o 72 10,

(3) {EFARBRSME - FribmE

MR L
<£E> (7w k)9

VERFEBLIRER -

Ty FOTRENLERIZELDEHZ LS EEKH LT, A FRAOKELE 1 KHZICIE
2,000mg/kg FTOHREGEETIZLAEEERNALN Mo T2M, 4 FERH%ZICIE 1,000 KO
2,000mg/kg OF G- CTHIHIERZ2 R Lz, 7Y hDOAZ L7 =X 242 X B 58H1ZF L < EBN%
LTh, ANEY FiEHEE 1RETIRIZ E A EEREZ RS 720D, 4 IR ICH & 0 e IdlER %
~ LTz,

16



VI. EMEIRICEII HEE
1. MPREOHTR
(1) ABRELAMLGOLPRE
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)

FEHERA B 7 (n=12) (T AL E Y RHIKL 50%% 200mg (A/LE Y K& LT 100mg) B 145
L7z & & Ml Pl 134 540 2 BRI e —2 (0.35 1 g/mL) (S5 L, Ul 8.0 R TRk

[_/71‘: 19)0
04+
2% 0.3
w
A
W
}3 0.2}
i
it
01
(pg/mL) V[
0 1 6 é(hr)

4
S|

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

Cmax (ng/mL)

Tmax (hr)

AUCos (ng-hr/mL)

AIRL 50%

34852

2.17%£0.17

1770190
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(3) shmiE
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 SEf% 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) WRIEBAT « THIbAE

(2) "AFAT_RA TV T 4 QrEAT—%) 29
faEER A 6 BIC 100mg % §EM O A& 580 AUC 1%, TN 4,085+814 K1 1,326 +582ng:
hr/mL CE¥fEESD.) THY., BOBHHFOASLATA T Y T 1% 2729% (CE¥fEES.D.)
Thon, (R3S WMAT, KOMRSE 3 Rl IXiR & Liz,)
) HARNESITHE - HESAORGRIE TH 5.
AAHlD, B -+ EHEEEE (17 &L 50mg - §E 50mg - MK 10% - HRL 50% D A) (2% L THEGE
N AR, TAve Y RELT, BHERA 1 H 150mg % 3 By ERR OG5, 72BIiER
WX VEEEET 5, ThodH, 7o, HAKMIEICK LTRGBS HE - HEIE, [Are) RE
LT, WHMA 1 A 300~600mg % /NEEO# 595, Z2BEH, ERICK D EETHKT 528, 10
1,200mg FCHETHIENTED,] THDH,
SHIZ, D%+ O DIRBBICK L CRGR SN YL - FH&EIE, ALY RE LT, BmERA L H 150

~300mg D EROFET 5, RPBER, ERICX 0 EEHEBT 525, 1 H 600mg £ THETSHZ
EMWTED,] THD,
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(3) WBATIEER : 9Bk L

5. 9%
(1) Ii&-kxESFE@EE
MUERR L
<BE>SHNBATHE (T v ) 29
7 v MZ UC R AV E Y K 64mglkg & MEIEN T G-REORMN, KRB IR & OR A L IRR
T BT RBR T, FIERAICH UIMPNIREE MK < | il ik - K B PmiE e S D S HEE S b,
(2) miE-RAEEIFEBYE
MR L
("VIL. 6. (5) ki) DIAZEM)
(3) Eit~DBiTit
PFERRI O WIER (n=20) IZALEY F50mg % 1 H 2100 7 HREIKER DG Li- & &, 5 2 K
BOHH T ALY FREX 0.97 1 g/mL Tholz 29,
(TVIl. 6. (6) &3l DHSM)
(4) BEBE~NOBITHE
MALRIESZDOBRE 8 FIICANLE Y R 400~1,200mg/ B & KA 5K 00 78 5 R8T OBEE TR E 1
0.06~0.37p g/mL TH Y, MIET 1 OREET~DOBITRIL8E4% TH o 7= 20,
) AANIO, FAKRIEIZK LTRGBS NIZHE - HEIEL, TALEe Y FELT, @A 1 [H 300
~600mg ZHEREAREGT 5, 2B, ERICKVEEEET 523, 1 B 1,200mg £ THET S
ZENRTEDL, ] Thd,
(5) ZofioBm~DBITHE
MUERR L
<BE >k~ (T v ) 20
7 v MZ 1UC Ei# ALV E U K 16mglkg & N GRE, W olgss T 2 FEfklIc e —ZIZ#E L,
O3RN, B TR < . RO LK, TR WIREZ R LT,
(6) MFEEAKEAE
3.6~4.5% (FRANEEE) 29
<BE>
YA, Ty b, AR, P, B FOWTRIZBWTHE% TH VT LA LERTE S (RINERE)

24)
o

6. K

(1) KREBLLRUCHRBERE
FFRgCARE S, REHITE & LTI 2R LB BRIt S b 27 29),
FRAFE & LT, 5-oxopyrrolidine (A —FED HHEFR S LTV D 29,

OCH;
CONHCH5/<:_)>*0
N

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

(2) RBH<BEAE5ITIBFR CYPE) OHFE. F5F
MUER e L
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(3) VEEBHNROERRVZORE
FEAEZTRVWERDbND, 2

(4) REVOFEOFERVESL., FELE
RUERR L

7. et
(1) HEMEERAT K ORI
PR B O i 28)
(2) Pt
(Al
TR A B 7 (n=12) IZA/LE Y REE 50mg Xi3E 100mg Z B[R O #H Lz L & &5 24 K
1% £ TILHE G ED 26~30% 0 KK D F F IR IR S 7z 19,
Gkz 1))
fEFER A B F (n=9) IZA/NLE Y Rk 50%% 200mg (ALt Y K& LT 100mg) HEHRE DS L
ol &, F&E 24 Btk £ TG B ORI 26% 5 RELIKD £ £ IR FICHEI S 7z 19,
A B+ (n=3) IZA/LEY K 100mg Z Hi[al#E O #5- 48 KifElf% £ TIZIRFIZHE G- ED 30%.
FEPIT 16.5% KRB UIRD £ R STz 29,
<£E> (T v k) 2
7 v M UC R AN E Y RERO XUIFIRNEE G L7256, 5% 24 RERIDANIZ 80% LA E, SR
R OFEFIZHE S 415,
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(3) HEMEHEE (MEAT— %) 2
BERERAS T (n=6) IZA/LEY K 200mg (W7 &/, 8, vuv” (ENERAR)) ROKERED
PEHE LA T O LB TH B,

19020
800/

%00

AN
AP AN
a u\:
\W\SQ
z \zéﬂx
N
,g - a\ ;" o‘_"_“-—g

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

8. FIVAR—E—ICHT SER
ALY R, organic cation transporter (OCT) 1 O OCT2 OEE TH 5, 30

9. BITFICKSMHKkEE
R L
(i #T)
<£%>50mg FHERFDOT — & 3D

12 Bl D (16~67 %) (BMTBRIERFIC AL E U R 50mg Z 8RNI S- L1z & &, FRERIL 33.6
+4% ThH o7,

) RN SIIRELR OB OB GRE TH D,

AAElo, H -+ RBEE (171 50mg - §& 50mg « KL 10% « MK 50% D &) 1ZkF L CTHGR
SNTHE - HEIE, TALVEY RELT, BHMA 1 H 1560mg % 3 [FZaHEn&b53+5, 72k
FERIC E VAT 5, ) THDH, Flo, MERFEICH L OKR SN HELOHER, TAL
EYU RFELT, @A 1 B 300~600mg Z ik A#&G9 2, i, ERIC XV R
T 523, 1 H 1,200mg ¥ THETLHILENTXD,] Thd,

IHIT, 229 - O REBICH L TORRBINTHELOHEIZ, TAVEY RELT, @HEBEA 1
H 150~300mg Z# & NG9 5, 72BEH, ERICE D EEEET 223, 1 H 600mg £ TH
BTHILENTESL, | Tho,

10. BENDERZHIT I8
MUER e L
(TVIl. 6. HrEDERAHATHHREICHET LR OHESRK)

1. Z0Oith
MG RR 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. HEDEREAIIBEICHTIIRE
(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) BHREREERAE

9.2 BEHREEESRE
r I PR EE SRR 2 BTN D D,

(fifam)
BHEREREE DO H 2 BE TIE, mWIMHFIRENESR T BZNNH D, @ EBHEREREERIZBV Tk
T R AN TE SRR O 1.7 f5ISZ L, PR 6 fFICHER L7z Z ERHE ST 5 36,

(3) HHEERE
BEIN TN
(4) SFEREERTHE
BRE ST

(5) WEim

9.5 TR

T SOTIEIE L T B ATHEME D & B LetEiciE, 1B LB RN G Z LE S L HE S 556
OB 5 2 &, HIRGBIICHURBHRENR G SN TV DA, BrAdRICmislpmsE, iR,
el HRER, ARERIRIK T, BN O BERUE IR -CHEASMSIEIR N B Db E OMERH S,

(fiF)
BRI BT 2 BEBUER O SE AN EE R O L I F USRI B O EFH TH 5,

(6) 7w
9.6 ZFLi%
ALV EREE LY, BT ~BIT T 2 R ESh TS, [16.3.1 ZH]
(i)

FERRMIOWIFER (n=20) ICA/LE Y R50mg # 1 H 27 HERAKE LzE &, &5 2K
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,

(fiF)
(V. 6. (2) BHERERESEE ] OHSM)

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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(

—

HRCAHR R 01 791 FH AT A RR AR A S )V ) 2 | AR Je OY 2 A © 0 FEANE AR A A4
SV — VIR AR HWREELZEnd D, HIERHEZ AT 5,
PRI
3
R/ RS A ERZRS S EL Z(RKHIH R ERZ/T 27
LR KX EWB D, O, fEH» T %,
3
TLa—)L FH AN FORR AR A VR 2 | & ISR R IHIE R 2 55 %,
/ST HRSELZ E0nbh 5,
. BlEHA
1.BI{EA

ROBWERDB BN D ZENRHLHOT, BlEZ 7TV, RENRO b HEIZi3&kb 2T
1B %70 EEY) R LEZIT O Z &,

) EXGRIER & RAER

1.1 EXLEMEA

11.1.1 BH4ERE (Syndrome malin) (0.1%A5)
MEENHRER, RO AR, WE T IREE, SR, MIEOZEE), FITENREBL L, FIUIH]E X REN
HONDGEIE, 52T L, KOH, KoMEE0egERLE & bITHURAELITH Z &,
AFEFRIERFIZIE, AMEROIEICHE CK O LR B A LND Z ENREL, £, IA 7 vV Rk%E
PO BBEDIR T RALND Z b D,
k. mBNEHE L. BEakbEE, MRS, JEBRENL. BOKRER, SMERREE~CBITL, SECL
BN HRE SN TS, [9.1.5 B3]

11.1.2 E8 (0.1%AK7H)

11.1.3 QT E&K. DEHEA (Torsades de Pointes L) (45 0.1%Ai)
[9.1.2, 9.1.3, 10.2 &}#]

11.1.4 EPEHBRLE. BMBRFD (% 0.1%AT5)

11.1.5 FFRLREREE. BE (4% 0.1%A)
AST. ALT. v-GTP. Al'P ® LR %} 5 FGERE, AR LDONDL I LRH D,

11.1.6 ERMESIAXTRDT (0.1%A7H)
FEHE L, OAEEOARMEZERNND Db GH IR LR T2 E03H 5,

11.1.7 FERGE. FEFIRMARE (75 0.1%A0H)
FZERRNE . FRARIMARIE S O MARFERRIEDN R SN TWNDH DT, BIEE Hol2iTv, B, M.
VA DIERR , FFIESE 3580 BN HAICIE, B5E T IET 57 Sl i %2175 2 L, [9.1.6 &
]
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(2) Z0inEI{ER

11.2 FOHDOEIERA

(B - +=EWaE) (HFtI/L50mg, §&50mg, #BHI 10%, HEHI 50%D )

0.1~ 5% Ak 0.1% AT
FaR’A ARREE, Hitow, ez [ILBEMEIR, shEre
PERSEEESR IN=F Y EBERE (BRER, R
W, JREES) . HO b o, B
FERPPRRE R AR, RX., &FWV, S5O
Hibas Y8, Moo, B, MErk, {HEEL
Z Dt Bk, 1Rk B, RN, PEROEOER
(MAKRRIE. 5O - 5OKE)
0.1~ 5% Ak 0.1% AT
O> » M RED i TR DEREE . e RS, MR,
HER
BRI SE PR 2 IR Y SRR (TR, R
ML), VAFZFRXYT (HFOHO
. BnlEdE . SRR, IREREIER
TEAR R e FINEESE) . T
7 (FRAERRE)
W5y Hh FUt W, ot biLE, AR |HEER, DA
Erﬂ%ﬂ? e
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
M1k BL, R, D8, (ER, BACRIR. | TR o0, B8R, RskoTiE
JE R A Rk
JHF sk AST. ALT. Al-P%» L5
B 95 Z 9 PR
AR HbEE, IRERMER - HIK, IBo
HHoX
Z DAt REHEIN, TR, B, RV, [BER. R, B2, BUR. FEL
PEPRIREE, PEAKBOE FEIT, E P
HE1) 2UMICHEE LSA, LERN WM#A%hé EWRBHDHDOTHEEICKEGTHZ L,
W 2) 208 RIERNH SN -HEITE, MESIH S —% 2 Y R OO S Y) 20 ALE 21T
2Tk,
FEBUSEE 1X T Rt DR A 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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9. BERRERBRICRIZFTEE
BE I LTV
10. BEHRS

13.B8EHE
13.1 FER
IR Y EETEE ORI IR B b bivs, £, BENRL DO Z L H D,

1. HALOZIE

14 8RALDOEE
141 FHFIZMABEDOEE (HFEI/L 50mg, & 50mg, HAHKL 10%, #MI 50%DH)

PTP @ DAL PTP > — b bV L CIRAT 2 L 958+ 5 2 &, PTP v — hOREMKIZ X
D OB A BRI AHIA L, BICIXELER 2 L CHRRR SO BB R AIHEZ T 5
ZERD D,

12. ZOHODEE

(1) BRERERAICRE I 1ER

15.1 BREREAICE D &4

15.1.1 HMETEH S 7238 HVEICBIE U725 HiR ek GRERAMEE « 2hR) 2 H 1+ 2 &l B 2 64
& L7z 17 OERRBRIC W T, ISR G/ Y 7 B R & GRE & el U TR EN 1.6

~1L7 @ ol L OWMERD D, Fiz, SMNETOREFMAIZIBN T, ERHURSHINIE S IEEM T
KRR & FRRICAE T RO EFICBET 5 L 0WmENRDH D,

(2) FFERERRERICE DR

15.2 JEERERELERICE D {1E#H

15.2.1 B OBMERIERIR TREZENZ . £70, AFERBRICE WO THHIRROK T 2 2§ & O 2
H%.

15.2.2 7 v }T40mg/kg/HLL 1, iz, =7 2T 600mglkg/ H LA b4 RHHR 0 &5 Li-RBricks
WL FERR, FLIRSE TORBSRE AL SR IS Lm N E ORED D D,
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X. JEERERABRICEET 5IEE
1. FEEHER
(1) EHFEEHER

(2) R2EEEHR
TR (F X) ROKRMILEILRER (Ixr) 2599,
(3) ZDiDFREHER

(VL. SREHFIIBF 2 E ) OHEM)

A v/
2. SRR
(1) EREESHER
HA[A] ¢ 5.7 LDso 39 (mg/kg)
, Ehiy) i ~ A 7 v k
B P Y3 i Ui i
FRIRPY 48 50 42 40
JhE 180 170 230 210
K F 290 330 540 360
® o0 2,300 1,700 9,800 11,000
AR - BUEETIEZ < OGA. MRS DOHZIET L,

(2)

£l v U AL Ty MEL BMHEETRO b o T,

REEESEHAR

1) SD %7 » MZ 500~4,000mg/kg # 1 » HfH. 250~4,000mg/kg # 6 » H RN &G L7l T

I%, 250mg/kg UL EOEHRETHR G- 6 » A2, 1,000mg/kg LA O GRECTHR S 1 5 ARIZENT
NTEEEOBY RO N, MRS b2, 2,000mgke UL EOEGEE TR MEER, AE
HINE DD DS 4,000mg/kg & 5EECTHREFINENENA BT 39, £, 100~200mg/kg %
1 » AR THEEG LB, JLIREEOHEM, LROFHE. FEHEOBREORD. 5Kk
ORISR ORREE DOFEAE, T HAROREFE ORI 23 5 5 LTz 40,

B — 7L KIC 200 2 OF 500mg/kg % 3 » HE. 50 T 100mg/kg % 6 » AR OG5 L2k T
X, FEAOFEG S FIHETHE A DI, £72 100mg/kg UL EOF 5RE TR - g R EEO
B, BTEROBET, BIROZERER R LNTZR, 26O BTG FIE 3 » A%IITIERIE
LCWz 40, F7z, 25~200mg/kg # 6 » HMH. 200mg/kg % 43 HRE F#5 L7z3 R CIL,
100mg/kg LA LD EGRETH L R FBRRBEEN R TR D BIBE DR & AN MR HBNTD, 2
DINFITE G IR 2 IR LT, E72, 5 6 » ABRITIIANIIR L OB NIEO ZEHE, I
DI R DHEE I BTz 4D,

(3) MEBERB
KR L
(4) MARIERB

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

iz

FLARBER: D3 AN e &
FARA L CHEN L 7= 49, —J5, Wistar 587 » bIZ 600mg/kg Z HEZ 1 90 @[, MECIX 107 BN

B G- U7 D3 AR MERRIER CId, FLIRIESS O #8370 < BB D Z > 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 I C RIS K OF T BRI A3 0 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, AEEY Y FIZ 10 &
O 20mgrkg Z §MRIN IR G- L 726 O B TE RO #5308 Tk, Wi b I MEIE A 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.

HHX5

R~ F—)L 7 7 ¥/ 50mg LG EER (ERE-TEME DL %E
R 7~ F—/LEE 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

XK1 ET 50mg LLF 2 & TesE, U 7R VITBIEE) SR D,

. AR

BHEIME : 3 F

. AERETORE

FEIRRATF

. RO EDEER

20V EDFE
<A 7+ 50mg>

ARATIE Rz BT TRFT 2 2 &,

. BEREITEM

BEWERLT A R T
<TvoLsy A
Z O BE T ER -

. F—H 5 - AHE

Bl—psy : AVE Y KA, ZAED REE, ALE Y RilkL

. ERfEEEAR

197341 H 10 H
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8. WERTRRBFEARRUVAREES. XEELNBFAR. REMABEAR
< K= F—)H 7 &)L 50mg>

5 AR 5T KR 3 A FE I L I 5E BH Af
JE I Jirgne KRS
' " AR ” AR FEAH
5t . 1973 1974 1973
W s T | 14800AMZ00039000 * F
B & 1413 H 2H1H 8 H8H
WFe4 | R <=F—L 2008 4 2008 4 2008 4
) 22000AMX01431000
W |17 50mg 3H27H 6 7 20H 6 H20H
TRk N N i i 2020 4
10 H1H
< B/~ F—/L§E 50mg + 100mg + 200mg >
TSR FE KR 3 A FE I L I 5E BH Af
JE IFE Jigne KRS
' " AR ” AR FEAH
K< F— LEE 50 15400AMZ00252000
fRoe | me 1979 4E 1979 4 1979 4E
R 7'~ F—/L§E 100mg 15400AMZ00253000
Bgs | . . 3H13H 4H19H 5H2H
R 7= F— L§E 200mg 15400AMZ00254000
TGk /] N /] /] 2020
104 1H
< K7~ F— )LHIKL 10% >
RS IR 7B KR } A RS I B2 B Af
JE R5e4 KRS
" £HA 7 £HA A
k7e . 1981 1981 1981
e K 7 F— L 10% F | 15600AMZ00022000 * F
BA LA 1A9H 9H1H 9H1H
Tk /i N /i /i 2020 4
10 H1H
< K7~ F— )Lk 50% >
5 R 5B K R 3 A B I L I 5E BH Af
JEIFE B 7e 44 KRS
' " AR ” AR FEAH
IR 72 . 1979 4 1979 1979
T Ry F— L 50% 15400AMZ00255000 F i
BH i 3H 130\ 4 719 H 5H2H
Tk /i N /i /i 2020 -
104 1H

9. MMEXIHREM. RERVAELHENEFOEAARUVZTOASE
<ZhHe

I RB >

BMEOHFEH R 197948 H 3 A
Wk7e4 « K7~ F—/ 75 7€/ 50mg
WA 1o - 9 oMRAE) DM (BL MG IHRIE) | ORIRER U REN

10. BEEHR. BFMAERLARFABRUVZORE
FPARPSA
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1. BEEHM
LR

12. IRIEHARFIR (BT H1EH
[ FE B HI) M OSEFEB HI S O R EUE | S X B A B KB N E o S R IE | (A B s
E 107 5 Rk 1845 3 H 6 Af) Lo —udkiE (EAESHEE SRS 97 5« Rk 20 4E 3 H 19

HEF) 12k TERIEHMIC ERAFIT O TV EIES ] IZIEEEY L,
13. £#EI—F
. JEAE B FEA L | ERERR S = — R . L7 MR
AR7E4, L . . HOT (947 &4 | ~ __ 7"
IR = — R (YJ =—F) VAT A a— R
K7~ F—n
) 2329009M 1380 2329009M 1380 104449203 620006993
J1 7V 50mg
K7~ F— Vg
50 2329009F1110 2329009F1110 104444703 612320201
mg
K7~ F— Vg
1179016F1124 1179016F1124 101395503 611170249
100mg
K7~ F— Vg
1179016F2090 1179016F2090 101400603 611170250
200mg
K7~ F— Lk
10% 2329009C2055 2329009C2055 104432403 612320199
0
K7~ F— )V HihL
50% 2329009C3078 2329009C3078 104437903 612320200
0

14. REHRTLOIE

BARANA
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. X
. SIRAxE

1) SB+toE BASER s E, C2486-C2489, J&)IIEL, Ht, 2016
2) BB oMb 2. 24 (5). 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) fENEE: T > b - SEBEH
11) Bartholini, G. : J. Pharm. Pharmacol., 28 (5). 429-433. 1976 (PMID : 6752)
12) fENEE: 7o b - SEEEH
13) tENEE} : L - FEEEH
14) fENEE: 7o b - SEEEH
15) fEWNEEL . 7w b - SEEEH
16) Valzelli, L. et al. : Psychopharmacologia (Berl.). 26 (3). 255-261, 1972 (PMID : 4672451)
17) Bkie 72 fth c BRIR & WFZE. 55 (4). 1136-1143, 1978
18) thNEE} : fEEERA - HEYE)HE
19) #ENEE - R - EEhRE
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) fENEEL: 7 v b - FKpEhfE
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 BUROBRK, 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. J. d. et al. : Neth. J. Med., 24, 68-71, 1981 (PMID : 7242764)
) KA @k il AARPNSIEREE. 59 (10), 1608-1619, 1983
) Puech, J. et al. : Immex., 6 (89). 1105, 1969
) K B il BOCEERER MRS, 116 (6), 416, 2001
) FI AR BT L ERIR, 31 (4). 691-694, 1982
37) JEAERHEER - R EIVEM S No.61, 1983
) EAEIER - ERAEIERTT ) No.29, 1978
) WD (RR M ERRTE. 3 (3). 269-275, 1970
) RS AhE M JRTIEEEL 7 (9-10), 1379-1383, 1973
) #RH HNE M EASEEL, 7 (9-10). 1371-1378, 1973
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42) fENERL: 7o b - BERER
43) fENERL: 7 o b - BMERER
44) HNEEE w0 R - R

45) fENERE: 7 v b - BB

46) fENEEL : v U AKOT v b - FHHERER

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

. TOHDSETH

B R L
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XIOI. 3Z&H
1. EHESNETORTRR
2020 4E 3 AHIIE, FKINLT 27 D% < OERHIE TER I TWD,
ARFNZIIT DRI ITZI R, AELCHEIBLUTO B Th Y| AETORAFTIRI E1TE LR 5,
WOERBNEOFIE CTAF ZHEHT D 2 &,
[$hREX (XZNER]
<17/ 50mg * #& 50mg - AWK 10% - Ak 50% >
B - + RS, A KIE. 5 o - 95 DIREE
<§E 100mg - #£ 200mg >
A RFVE. 5O - 9 DIkhE
(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,
Ot A KIE
ZJLEY RE LT, @EEA 1 B 300~600mg ZrER A& G595, R4, MERIC X v iE
HHRT 5. 1 H 1, 200mg £ THETHZLENTE S,
O 2% « 9 DIRKE
ZNEY RELT, @HEA 1 B 150~300mg Z0E 08595, 2B4Emm, ERiC XV iE
HIT 525, 1 H 600mg £ CTHETSHZENTE 5,
SEH T, FROBEIMEIC THERZR[ TV D,
FH 4 £
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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. BB T SRR IRER
ERICET SBIMER (FF—X S UTHE)
B R L

MNRFICEE Y S REH
AFNCBT DI LCEDOLBIILUTOLEBY TH Y, KED SPC LIFRAR 5,

9. BEDNDERZHTHBEICHTHEE
9.7 MNR%FE
AN et G & LT A E R OV BVE AR EE & U 72 B AR BRI S i L TR,

HHi AL
5[50 SPC Sulpiride 200mg Tablets, Sulpiride 400mg Film-Coated Tablets

Clinical experience in children under 14 years of age is insufficient to permit
(2019 4 10 A) P y 8 P

specific recommendations.
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Bt 22 e 2 EIRENBOE N ORMFRIF THRE LR, ERIIAAOKm R TH o7,

TRISVERK « BRI 2 PLek TRyfE L 72,
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ABIE oy s (A7 311
<H > JrEE BN 30 H
27N 3180 Hta DA HEDOmER
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(%) Ky (%) 3180 2.45 2.46
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55 COIRY; 20mL W\ \i~>72, 7 4 AN —ICEHELZ LT b fiiER. 71 AN —%2FT

15 EAERER L, BB ORI 2 B LT, TR0 R AEEASRR DIV WA, I 5 okiEk.
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