%k 20244E10 3T (455R0)
% 20244E10 23T (5540

B SRR
HRERE : 34

B, By 28 R 3 i)
ZIVE Y K5

K~ F—ILegsiE50mg

Dogmatyl® Intramuscular Injection

BAEERRDSEES

871179, 872329

ARES

21800AMX10553000

BR7ERAE

197348

i) EE—EMEOMTEICL)EHTL L

2. B2 (KOBEFICEEBEELLEVWI L)
21 REN ORI LBBUEOBEAEO H 5 BE
22 7u g F kO TERAEES (Tus 75/ —<%) O
HBE IR IHEHIC I Y 7 a5 2 F v bhieE L, i
2B XELBEZNMEDH 5] [81 =]
2.3 BEMAE IS Ty Z ) F—< D50 H L EE [&
M AFERE2 R T BENDDH D]
3. ARk - MR
3.1 #R
W7e4 F 7' < F— V57E50mg
1% (2mL)
BRI ZNEY R
50mg
I LRALH. BEBE. pHAHHEIH
3.2 REIOMIR
W5t F 7= F — U 5150mg
e TP
FI - MEIR TR O
pH 3.0~6.0
EEEL @1
CERL A3 5 1) "

4. FHEEXIIZHF
OB - +=EBEE
Ot &K RE

6. AERVHEE

(8 - +=izmam)
AN FE LT, BERALNS0me# 1 H 2 A NN 2.
e BRERIC X 0 BT 2 .

(A K HE)
ZNEY) K& LT, @HEBRALRILI00~200mg % /5 W PES§ 5
B, ERICE D EEEET 525, 1H600mgE CH=3 %
ZENTE S,

8. ERLELXNER

81 FHNOELGIZL Y, WTMHEERT (077 F a5,
HEARINERFORWER DS bbb 2 WD HD T, KH DK
GUZBL TR, AR Re Rt OEEO ) A AT 52 L
[22. 914, 102 Z:i]

8.2 K&, WEVENHLDOND I LN HLDT, KAIGHOE
F T BB O MR G 2 b ) ORI R SR v L)
HEET S 2 L,

8.3 HIMAEH AT 5720, MoHFNHED P, Bz, T
P2 L B MAEIR & NPT 2 2 &b A DTHEET 5 2
Lo [102 ]

9. HENEE2ET58FICHTEE

9.1 AHHE - BMEEEDH 5 BE

911 - MERE, BEMEXIZZhEDRVDHDESE
JERZEALS L BEZNDD S,

9.1.2 QTERDH 2 EE
QTIEEDEALT L BZL0H L. [111.3 BH]

913 QTERZECULXTVEE (ZERLRIROH5EE. KD
Uy LMD & 5 BEE)
QTIEENEHT B BENNH 5, [11.1.3 ]

914 N—F2V U RRIILE—/MERISZHIED B E
HEARINEER DAL T 2 BZNAH 5, [81 BH]

915 K - REFRREZEHS BRNEEDH 2 BE
HEMEBERE (Syndrome malin) 25 ) 34w, [11.1.1 ]

9.1.6 FENKEE. REEAR. i, BAREZORKREFZHT S

BE

ZERIE, AR MR S5 O MR 2EMIE A S ST b, [1117

ZHt]
9.2 BREEEERE

WIS 5 B LN D B o

9.5 #Ti&

TEA LI IER L T 2 WTREIE D & 5 21,

B L OB D

faltt e LM 2 &I SN DA OH5T 5 2 & RN

WZPUB RIS STV B4,
IR, AR . SIS o0 Bk R TR e SRS

I o 5 |

FEIRD & B DNz L DHMED D %o

9.6 RILsw

B A LR

BV

BAL BV EHEE Lo BFLPARITT 5 2 LS SN T

w2, [1631 ZHH]
9.7 NRFE

U

MRERNRE LA R e 2 i & L 22 BR BRI 52

it LT e,
9.8 =&

BIVEH (BEARVMBEIREE) o3sBUCERE L. HEL I G-HE
WCHETARLEEICHRS T, AFIE, FE LTHEE,»S

PEME S DA%, EiE CIXBRESK T L TwL 2 2%, &

WIMHREED LT 2 BZ N D %o

10. HHEEA

102 HAZEE HRIKEETS L)

FEH 25 BRASREIR - S5 IETE | W - falRiE T
QTIEEZE IS Z &% QTR ., LEMA|AARTINLD
BT HH BIRFOEEZEE A T WD

13773 HeRIIBZN»|QTHE LR S

YEIF H5bo HLBENNDH D

& 2o, BEANZ & D

[11.1.3 ZHH] RN 509 % B
LD DH b,

TEY ) AHA L) AFIEIFIE | A O I HAE
Ik s DIRBEL 2 5L - | X %o
D e Wi, £ AR IRAE IR
F e ANEMILT 582
(83 ZM] Nd 5o
NI FREHA [SRARTAT YN RS SN (Y
Abrua7I7 IR RAMRAEIR AT IEBL L | AN HL R s 3 >
FTTUR I bo EMzHT 57
% B, PEHIZ L DT

T ) F TV REH

R332 R %58

rapraxy s {Hobbhd,
TFa T ) v REEH N
NIRRT N — )b
)
[81 ]
ARSI AHEAZ AR AR | R KNS D
IV — VIEEEREAR (VR & SR S B I SEFN PR R AR
R EWH D, HIEH*H3 %,

4

AR (2B S

HEAAEN 255 &

AHNIPT R /83

LR RS LI ENDD, E %2 BT 572
£ O, {ER DT

%o
T a— )l A E A HARKR AR D] & b 12 R AR
/el VEM Zt5h &5 2| HIEH 2 AT 50

LW Do




11. EMER
WROBWERRH B bNALZ EDHEDT, BELTHI2ITV, £
HERRD L NTGA 3G 2 Ik T 5 2 EEY R MERITH 2
s
1.1 EXLEMER
11.1.1 BMEREE (Syndrome malin) (0.1% i)
HEBYHRER, BREEOFERE W T R, SR, MEOZEE), 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
2]
11.2 ZOfOEEA
(B - +=BmES)

0.1~5% kil 0.19% At
N 43 AREs . L. | FLEEIR,. Fhiera
LU
AR AL B AE IN—=X v VIEBERE (IR

N B, WREL, A .
DL oM, R

AR (AR, R, ©Fwv, 5

5D X
HALS Mg, fely, Eai, IE

M, AL
Z ot B, BRI S5, MR, PERGEGR
(& KEARE)

0.1~5% il 0.1% il

Ao+ I B I R LERER. E LA
FRED MR . SR

HERALE | X — F v VIEBREE (E
K2 B RRAD. RACEE) . ¥
AFXAVT7 (FHFoboh,
Sk, EisE. )R
BRE g, AR, WET
W), 77397 (H
AR

[Pl FLit o, KALILE

HRERHE . SIHARE

FLEIERR . FhAEA A

FEmash | BEIRECE . AR, BRE s, 1 2ARD . .
A, B, BHIE. O F |28, MEI K, Mk
W IR, B, R, | RE

PRIREE, LUV, B

HALSR Aoy ML e, R,

AR, JEEA PR

T, MR, . &
HRIUAE

JHE I AST, ALT. Al-P%o I

Ea

B e Z ) I

iR WA E., WG & - &
& IRob520%

Z DAt PRSI, IR, B R, B, B0, B

PEE. FRIRINEE, TR K. e, FET. S

B

D) 2B L e, CERICELAS IS b LD
THEIHEET L k.

2 S0k IR b b A, B S — %
RO GRS 2 LB 4T 2 L

S TR BOMEE &t

%ok

13. BEKRS

13.1 FERK
IX=F ) VREEREEROHRIEIR S b b, T7o, HIE
DhHobhd bbb,

14, WRAEDEE
141 EZIRAREOEE
1411 7> FIVhy MEE
BT AN DRAE BT L7260, 7 ) — Ui TiERT 5 2
EDEFE L,
14.2 EFIRSEHOIXE
14.2.1 H#REBK%
BRG0S0, BADEA TR S THEIART
GEEZLNIGEIZORMEMAT LI L. BB, BROKG T
LD DOREDIE SN DB A LR RO G512 )
MRBTE,
14.2.2 BHARNESE
TROBIEET LI &
AN G IR L RS R WA IO A, BER/NNRIZIT) 2
Eo FA—#~OREES T bRV & BRIkt AEfE
B, FaAa, 2R, NBICIREET AL,
s PREATEA A LT A 2 L
CTESHEFEMIA L2 &L BOREFRA LY L MO M E A2
Gl WHICHZREME PR TEN T 2 &,
CTEEFE IR, WA AL S E DD D,

15. ZO/DEE

15.1 ERER{EMA ICE D 1B

15.1.1 HVECHEM S N2 @l iR AE B 2 5 & L 72170 RIRR
BRICB VT, JEmETIPURS MR 5L 7 7 v R G0 & e L
THTERDL6~1TEEr > L OWEVRH L. T2, SAETD
FEFIATIZ BT, ERIPUR R EE b IR BIPURS o e & FRARIC
TCHRD G T 2 L DOMEDRD 5.

15.2 FEERAREBRICE D 1BH

15.2.1 BiWoRMHdRBEcRESEGT . /o0 EEiRicbB v
THIEREOK T 2RI 3T L 0MENDH 5,

1522 7 v FT40mg/kg/HEL B, F72, ¥ 7 2 T600mg/kg/H LA
AR EIRMEORG LR ERIC BT, TEA, SURSETOEE
FABES BRI IZIE LSV E oMERDH 5,

16. EMENRE

16.1 MARE

16.1.1 HERE
EHERABF (n=9) 122V EY) F50mg. 100mgi3200mg# 1 m A NS 3 5 &
TR AN L ML R E DR L6, T T dp o 72 (GHELAT — %)

16.3 2

16.3.1 FLiteh#geT
PERH ORER (n=20) 1AV EY F50mg# 1 H2M7HMREREES Lz &, #%
52WER B OFLI T AV E) RIBREIZ097 ug/mLTH - 722, [96 BH]

16.5 Bt
BEHER AT T (n=9) 1ZAWVEY) F50mg. 100mg X 1x200mg % 15 A NS4 5 & &
ELTRP &) REARD F PRS0, 55480 % F CTORPIRIER IR G20
9% Tdh-o7:0 FHEAT—25),

17. EREREGIE

171 HHHRVOCRLMICET 5H5%

(8 - +=fBas

17.1.1 ER—RERAR R
— MR RERS366] (7 7 v, HERGHE D) CX2E - P TIERBIEICET 5
HHEERI163.6% (341/53661) TH 0. . Mk Ao D L845% (453/536%1) A
WTd o1z,

(E R AE)

17.1.2 EIN—REER R ERER
— e B PR B BR 15200 D A A R FAE (K 3 2 RS R AR A Rh R AL HAG L A PRSI ©
288% (19/6661) . =R HMDEHODH L636% (42/6661) . Fiik—HE #5651 TIX674%
(58/86f1) . RRAE L 5 E837% (72/8661) T. Wiy FRIT T IORG
WL o T, SHEMH, BMEEM M L) 20 RAIN AR, SRR
AR LY £ & 5T/,

18. FEphEIE

18.1 {ERIRF

(B - +—5Emag)
RIS NGRS X 2 B TR & KRR D22 2T X 2 AL LB e %
R,

(R KRBE)
T2 ) F TV RIEY LRI B8 X 2 Do BAGER T 2 7% L BURHRTER (e
JSAE OB PEREIRT ) L0 SR 2 Bl

18.2 FEIEMEA

(B - +=Emag)

18.2.1 HBE{EA
T v N T OBER B K O BEBE B O LR T R M S BRI R AR L
7249, 5,

18.2.2 MFHMNIER
TAHFROA AOE -+ BB A MR AN E 720D, F20 Ty TORK
T EB A A AURIMIC & 2 BRI O 4555 22 v LS54 R I B S % i) L 729

18.2.3 HALEEEITENER
A X DY RO/MsOEB) % T L, AP OFEH L O % AR L 729 10,

(A K ERIE)

1824 M K/NI1ER
BRGNS AR (9 b A R) BE L, MBOAET I CHEIER (5 b, A
R) BFEAETRE Ripofzl 13,

18.2.5 RFICKT 21ER
Ul Tux T RN F— VSR ER &R~ 7 A TORBSBIECEH % 43 R
ST EBABFICBVTIRG. BRSO BRAERIZA S ko729,




19. BRI DICRET 2I{EEFR
— A4 AV E) R (Sulpiride)
1b%:4 © N-(1-Ethylpyrrolidin-2-ylmethyl)-2-methoxy-5-sulfamoylbenzamide
53§31 CisHzsN304S
Gy 1 34143
R BEoOKRIEOR K TH L,
fifk (100) X ciﬁ%ﬁ‘ﬁﬁxr«ﬁ FRF L, A5 VIR REITIIL, =%
7= (995) 2T L KIZIBEAEBET R,
0.05mol/ LAk FR SR 12 7 7‘79 o
A5 =V (1-100) &, FbrEE RS 4.
(%= S
O o)

QU
S
N

B R178C ()
20. BURWL EDEE

RAFOHE. ANV E ) FORGBAHIHT S 2 L2 245, 5Tl 2 L FHIHE

7%,

23

2mL x 105

23. EEXH
1) Bressolle F., et al. : J. Pharm. Sci. 1984 ; 73 (8) :1128-1136
2) Aono T, et al :]. Clin. Endocrinol. Metab. 1979 ; 48 (3) : 478-482
3) HTAYIEH RS IS 2021 5 C2605-C2608
4) WEH b 1971 : 24 (5) :960-961
5) M Al - L 1969 5 3 (4) 1 301-304
6) EEPEL b ¥6|_l%)r TR THE AR, 1969 ¢ 108-122
7) féiﬁﬂ-\.r‘* 1L JRESEES 19715 24 (1) 4856
B 1971 2/1 (5) : 958959
i CHA £HERE 1969 15 (1) 15055
10) FREE b B 197057 (4) = 753759
11) Honda F. et al Jpn. J. Pharmacol. 1977 ; 27 (3) :397-411
12) #HNER T v b - EEER
13) Bartholini G. : J. Pharm. Pharmacol. 1976 ; 28 (5) :429-433
14) BElFE it c BRR L REZE 1978555 (4) : 1136-1143

24, EFEKRERVEVWEDESE
HETHASH BEMYR-— Ty s —
T930-8583 il lis1 T HeE%21
TEL (0120) 517-215
FAX (076) 442-8948

* 26, BEIRFTEESE

26.1 BLEERSETT

BHE I % I'%

NicHHko = LT w1 T BE6&E?2

0001614-6



