%k 20244E10 3T (455R0)

% 20244E10 23T (5540
B SRR
BRhEART : 34F

B - BERER
B Sy -|7E S
ZIVE NiE5R

K~ F—ILefEE100mg

Dogmatyl® Intramuscular Injection

BAEERRDSEES

871179

ARES

21800AMX10564000

BR7ERAE

197945

i) EE—EMSFEORLEICL )M L

2. B2

B2 (KOBFICEFEBEELEVWI L)
2.1 KRHN OBV L SEE O BEERED B 5 B
22 7T F WO TEEES (725 —<) O
HBE IR IHEHICE Y 7ag 2 F bhieE L. i
2B XL BZNEDH 5] [81 =]
2.3 BEMIE I Ty Z ) F—< D80 H 5 EE [&
ARSI T B 2NN 5,]

9.2 BfEEEERE

VIR T 2 B2 WD Do

9.5 114

Tl I IER L T 2 WTREIE D & 5 PRI,

i L DA S

fabtkz L2 HH SN DA DHGT 5 2 Lo MR

PR RS G- SN T 546,
PRER ., 5NN . 2 25 oD BE I RE IR <2 S AR o i

R

FEIRD B B b T2 &L OMED D %o

el

(ZIGFLIE S, IR,

. 9.6 BILE
23%§ R BTl L o D b AT Lun, BEILIAEETS B o & DS ST
A _ _ V2, [1631 B
Hioe 4, F 7= F — ViBiE100mg 97 /P&
1% (2mL) NS E R L LA R O A % TR L L 2 R R
BRI ANVEY R ML TV,
100mg 9.8 EEE
A SEREALH, BRRk. pHAAHA) BIVERT (SEMROMBAEIRE) ORBUCES L. HELOICHSHE
3.2 ﬂﬁ]@’l&"& b:%%’;j—é& t'lEEK?&Q‘?% Z ko 7&%’”3& F L/ngﬂﬁﬁ‘%
: Sk T PRIEX 275, BIECREREIETL T2 E0% . B
Bt Vi EELN0mg WL AT B BE DD o
7 e I O 10. HHEEH
pH 30~60 102 HEAEE BHRCEETEIY)
BB 1 S 4 BRERAEIR - 5T | B - e T
(RS A5 5 BE) ' QTEEZ R T2 L2 |QTEE., LEWAR|AKEIIALD
. 15 LT\ 2 3] BRSO BE LB A T v TR
4. WEERIIHHR £3753 FARI T B2 |QTH A% T £ =
WA KkEE VED R 55, ELBENDD D
A - 3 P U
6. AARUHE (1113 2] N %g#gggéé
ZNVE) FELT, @HBALRLI00~200mg % A MNES T 50 e %h%)ii)%‘o
SRS ) > B 1R N < i 2.
?tfﬁ@% ?‘ku VEERET 27 1HE0mg THET 2 PEY RS U F 8 ) AH B AR O LA |2
- ° D= OIREL R BHHEL - | L5,
8. EELEAMIEE TENFI Y |, SRR R
81 AHIOEGIZL Y, WAWHERS (70725 VLS, ; FEABMALT 25
SRR S ORIERI A 5 b N D L 9d 5 DT, ARIOH (83 2] %o
T LT, ARt Reti +aEE0 ) A HRT L2k, NI FARIH B i A RS IR )
[22. 914. 102 =] AbhruarI3IF ARSMBEIEIR DS TS L | BEHNEPT K783 &
82 IRE. O®FVENHLDNL I LNHLDOT, AAIEGHOH FTTIE RISk EMzHS 572
H2 I E B OB A % P ) B ORI S v L D &% W, BEAIC L D

WCHEETLHI L,

8.3 HMAEH A AT 5720, MO HD < hEz, BRI,
BRI X D IEME R 2 REMALT 2 2 e 3D 2D TERET S
Eo [102 2]

9. HENERZ2EIHBEICHTIER

9.1 GHHE - EEFEZEDH 5 EBE

9.1.1 O - MEBERB, BMEXIEZOSDENDH 5EBE
SERZ AL S L BENDD 5,

91.2 QTERDH 3 E#E
QTIEEDTALT A BENNDH 5, [11.13 SE]

913 QTERZECULXTVEE (EHELRIROH 5H8E. KD
) LAMEED H 5 BEZE)
QTIEENFHHT 2 BENNH 5, [11.13 &E]

9.1.4 N—F>VUKERIILE—/MFRSBEIEDEE
FEARIMNBIEIRDEAL T 2 BENADH 5, [81 BE]

915 K - REFRREZFZ2ED BHENEROH 58E
TEGERERE (Syndrome malin) 2% 2 Y 9w, [11.1.1 =]
9.1%6%3@37)1*?5\ REIEARR. BB, BEKIREBZEOBKREFZET S
2%1‘%& IR AR & o I ZEAE AN S S Cw b, [11.17

2]

T FT Vv FREER

F783 R A5

b

ranyravy v {Hobhd,
7%U71/y%%mﬁf
AT R =)V
(81 ZI] ‘
B TR bl AHE L AR R | AH L 2 s o
IV — VERFEEAR | (B & B S 5 2| SEHNE AR f R
JRE A END D, HIER A A3 %,

PARINE (EE S

AR % 555 &

KAENEIPL R 283

LR R8 LI END D, Rz HS 57
& O VEAHS
ZQ)O
2=y ” FHELAZ AP | & & 12 D
el TER B S5 2 |HHEHZH T %0
b




11. EMER
ROBWERDH HONDLZ EDNHLHDT, HEE 52TV,
HEAFRD LN AI I G 2 Ik A 7 S R MLE 21T
to

1.1 EXLEMER

11.1.1 BMEREE (Syndrome malin) (0.1% i)

MEENFRER, BREEORGRA, T R, IR, MEOLE), T

WHEBL. TN EHREEAPAON LG E1E. &5 E2H Ik
L. R&H, KOHBSEO&EHE & HISHY 2 IMEE1T) 2
o AIEFSREREIC 1L, HIMEROBINRMECKD F AL SN
ZENELL, Fh IA 7O VREL) BT AR LN
LHIENHb,

B, BB L. EakEEE PN, EEREN. BAOE
Ry BEBEREENEBTL, BT LA HRESINL TV,
[9.15 1]

11.1.2 &# (0.1% ki)

11.1.3 QTEE. LZFHEH (Torsades de Pointes% &%) (%
0.1% i)

[9.1.2, 9.1.3. 102 B&]

11.1.4 EFERIIREE. AMBRED (450.1% ki)

11.1.5 FFHRERES. J|E (£0.1% Kii)

AST. ALT. y-GTP. AP LF#%{E) kR E, WHENDH
SbNbLZ ENH D,

1116 BRES ZX2T7 (0.1%HKi0)

E#% G2 L) LEESEoAREEER 2 S 5 bk G ikt b
it b2 L0 5,

11.1.7 MZERE. REPEFIRIRE (££0.1% &)

BZERE . FRAR MARIE S O AR ZEIEDIRE SN TV DL DT, Bl
BhEH5I2T, BN, B, WEORR. FES 50 sh
7HAEIE, TSGRk T A R EEY R MEEIT) 2 &, [9.1.6

gt
&
z

ZIH]
11.2 ZOOEEAR
0.1~5% i 0.1% il
Lo I | ME TR LR, M RA,
E Jra 5 . #EIR
HERALEAE | 28— F v v VIERERE (R
ki) e AR, GRAESE) . ¥
AFATT (FDOHOMN,
SEREE . Smiss. )
BRIz, EALEE A, MY
W), 7H3 V7 (B
A AR
N 53 . ARG . | FLEIER. $hiesse
R, FHRAHE
FEHARER | MEIREE, AR, BRI, s, 1ZARD . HE.
MR, B, BHE. o F (L8, Kk, Mmack
W, PRIEIK, B, PR, (BB
BOREE, L O, EEhde
HALE Bl WErk, 9. R, THR. MR, 8. &
FHAR, BEFRA & BRIt
JiF-figi AST. ALT. Al-P% ot
=
B2 3895 Z 9 K
il WhkEEE, IREKG K - &
%, IRob 5o X
Z DAl RIS, FIE. B, (SR, . B2 0. 2
%E@\%Rﬁ%uﬁﬁ@\%ﬁ\%ﬁ\%%
IDWIES

THEEIHEGT B L,
H2) T & BIERD B S b E I,

v CHIO BB 2 E 21T Z &,
FEBZIE TR OHAE T &,

13. BERKRE

13.1 ER

IN=F 2 VIEBEREEOHMENEIER DS D b b, F7o, Bk
NhHhobnbZ bbb,

14. BAEOEE

141 ZHFARFOEE

1411 7> FIvhy bE§
BT ABN DR S 720, T8 ) — VIS THERT 5 2
EAEE LV

ED 2R LG, LEMICEPALNE Z LD LD
N

P AN — &

%k

14.2 EEIRE5EFOEE

1421 H#RE5E2K%K

ORGSR EE R a0, BAOBE TS T EIR+
FEEZONDGEICORMEATH I L, B, BIOKS2SHE
LY L ORNESEI SN DA IIEER RO G128
MRHZE,

14.2.2 BHARNESEF

TROBIEET A L,

ARG IR T E B R VA ICOAR, LER/NRIZITS
Lo A—IRAOREFEINIIT DRV & BRI BERE
WeoFA, R, ABICIEEET AL,

c FREEFTERAL A R B 2 &

CTHEEEARA L &, WUREFRALD . MO E A7z
HiE BEHICEEFREEEPZTEN T &,
SR WA AL LD B D,

15. ZD/DEE

151 EERR{ERICE D &8

15.1.1 HLECHM S N SRR AERE 2 R & L 72170 R
BRiZBWC, MBS 5L 77 L RS L i L
THEEDL6~1THEE P> L DHREDNH D, 72, SETO
PEFTARNZ BT, ERIPURBHESE b IRERIPUE R & AR
WEHEO FAICHGT 5 L OMEDD 5,

15.2 FERRAREAER ICE D 155k

15.2.1 B oEEHEEARCRESEREZ. . AEABIcBY
THIEROI T 2§ L OIMEDDH 5,

15.2.2 v b T40mg/kg/ AL b, £72. <7 A T600mg/kg/ H LA
T2 EMMEOH#S LRI BT, TEE, SRS coliig
SIS AR IR I LW & o H 5o

16. EYEHE

16.1 MARE

16.1.1 H[EZS
HEERABF (n=9) IZZAVEY) F50mg. 100mgi3200mg# 1ml#; A NES-$ 5 &
FER MG Ly MR O S 26,7 T d o 720 (BHEIAT— % )0

16.3 2

16.3.1 FLiteh#IT
FEMEI OMERT (n=20) 12 AN F50mg# 1 H2[7H B AERO#HS Lze &, #
L2RE RO FLT R AV ¥ FIEEIZ097 4 g/mLTd - 722, [96 S

16.5 Bt
EHERASBF (n=9) IZA)VE) F50mg. 100mgX13200mg% 1Al A NS5 5 & -
ELTRA &) REMUEO £ FHRIES L, 548K £ ToRbBEER I H G =D
9% TH o720 FHEAT—%),

17. ERPRELIE

171 HHMRUR LM T 555

17.1.1 ER—ARERRHER
— e B PR B BR 152081 D A A S L2 2 TESTHI O AR AN L. G A TS BT
288% (19/6661) . AW b Gd 5 L636% (42/6661) . HiiE—iE 1% 5-61Tix67.4%
(58/86%1) . AWM &5 L837% (72/8661) T. FWMBIBAI R IT VT oy
HICEoTh, BAEMY, SRR R X ) £ ) BN R, SRR
WHME LD F & 0Tz,

18. FhFEIE

18.1 {EFME
T2 ) F TV RIEY L AR KNS Do AR ER 2R L, JURHRIER e
PAIE OB PEEIREE) LU SR 2 BL39,

18.2 EIB{EMA

1821 ¥ K/NI1ER
BRI NI AR (T b, A RX) BE L. MBOAET I CHEIER (5 b A
R) HFEAETRE Rpolz) 0,

18.2.2 RFICXT 31ER
UV TuR T rRNuRY) F— VSR ER 2R T Y 7 A TORBSBIECEH % 43 R
S EBAS FICBWTREA, BIESEO BRIERIEA S N ho 72D,

19. HRILDICRET 2IEEMFER

—fR%F 1 AV EY K (Sulpiride)

124 © N-(1-Ethylpyrrolidin-2-ylmethyl)-2-methoxy-5-sulfamoylbenzamide

4313 CisHzN304S

G 1 34143

IR AEoRREOB R TH L,
B (100) SUIAHERRISET LT (LAY —IZRREIFIZCLL =8
7= (995) IZEIFIZC KL KIZIZEA LT v,

0.05mol/ LI EE I #E T 5o
AL —=VER (1-100) 1. B2 RS 2w,
L o
\ 7/ 0
S
H:=N

Al A A178T (GrfR)

20. RV EDEE

RO & ANV E ) FOREHHINT 2 2 L0H 20 i Tlkd 2 L EHITH
%

22. Ak

2mL x 105§



23. EEXH
1) Bressolle F. et al : J. Pharm. Sci. 1984 ; 73 (8) :1128-1136
2) Aono T. et al : J. Clin. Endocrinol. Metab. 1979 ; 48 (3) : 478-482
3) b NSE HARSE R 5 faiat RIS 2021 1 C2605-C2608
4) Honda F. et al : Jpn. J. Pharmacol. 1977 ; 27 (3) :397-411
5) AR 7 v b - FEEIER
6) Bartholini G. : J. Pharm. Pharmacol. 1976 ; 28 (5) : 429-433
7) B b ERR & WF%E. 1978 055 (4) :1136-1143

24, NEFEKRERUVHEWVEHESE
HETHASH BEETR—- 25—
T930-8583 & Tk i1 T H 67521
TEL (0120) 517-215
FAX (076) 442-8948

* 26, BLEIRGEEESE

26.1 BHERRTT

EEI :|:6§§

NICHIHKO & IJ_J Fﬁ Sﬁu\

0001615-6



