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XY R—)LEE0.75mg 33 K3
Y R—/LgE 1.5mg [F3 R 3
Ny R—/L§E2mg (9 3 )
Ny R—/LE 3mg 3 kX |
m~aARY R—/UHiRL 1% T332 k)

(2) #*4 -
Haloperidol TABLETS [YOSHITOMI |
Haloperidol FINE GRANULES 1% [YOSHITOMI |

(3) BFFDHEHE :
—4 A +EE+Y 92 F )

2. — g%

(1) 04 (@di%) :
Y F— (JAN)

(2) F%8 (WRK) :
Haloperidol (JAN, INN)

3) ATL:
POk thIR 3R, ~m Y R—/LEFE (K : —peridol

3. BEARTRER
Cl

OH

4. RFRARUHFE
45+ ¢ C,,H,,CIFNO,
4yf& : 375.86

5 1E#& (HRE)

4-[4-(4-Chlorophenyl)-4-hydroxypiperidin-1-yl]-1-(4-fluorophenyl) butan-1-one
— 7 —
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=
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1. YELEFHTE

(1) 581 - 1K -
A B~ A ORI RTH D,
(2) TEfEME

FEfig (100) ICIET09 <, A X ) —/LZRREITIZL L, 2-7Fa ) — LX) —)b
(99.5) IZETFIZL <, KiZiZFEAETWET R,

(3) BRimiE
B HALRN @

A (iR, Hm, RES
Fil S 150~154°C

(5) FRIGE BT -
pKa=8.25 (50% A % / — LHiGllE) =P

(6) N ECIREN -
4.3 (pH7.4, F 2 % ) —)VIKFR) ©

(7) Z DD E 1S -
MR L

2. BHSTDERERTICE T H2REN

AR O FESH PRAFSRAT: RIFIERE PRAFHIH] i R
R RAT R R ety T A5 (RE) 361 A AL

ARERIEE - AMEL 2BV, @, RIEERUER (INIR), RORE, SR
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KTV FET D Y,
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(1) SRA% AT S BE I E V45
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4. BB DEE]
HiE ey R—)L] OEEECED,
0.1mol/L BRI L2 E (FEmd . 7 U AZ A 4 Ly FakiiR)
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(1) FIRDORA, SRR

Y R—/LEE

#E 0.75mg #E 1.5mg #E 2mg #E 3mg
o B AR B R AR
?if?fﬁj)j\ ey R—/u el R—/b malY R—)b m~a Y R—b
ot 0.75mg 1.5mg 9mg 3mg
PEIR - FITE - RiE EIRAD)
v | @O | S | 6O | 6O
E (mm) 6.5 HE (mm) 8.1 H (mm) 8.1 H (mm) 8.1
Hiks FEE (mm) 2.2 JEX (mm) 2.4 JEX (mm) 2.4 JFX (mm) 2.4
#E (mg) 100 i (mg) 160 FE (mg) 160 #E (mg) 160
ey R —LHERT
Ahsy (1g H1) AR ~ve~Xy F—/ 10mg
PR - FIE SRR 2
(2) WEIDOYHE -
<FE>
TR

5% 0.75mg 45N LI I
#€ 1.bmg 55N Lk
#E 2mg 30N Ll E
$E 3mg 50N DL I

<Hpkz >

« AV T 4 AEE : 3.2~4.0mm

- JRHUE QEAREER) @ 7T~32%

- RIEESMAT - B TRUERR] BERiAl) o @)AIORLE ORERIE AT O & &, HRIAI OB
ENEAT Do

Q) #Aa—F
& 0.75mg : Y-LT0.75
#€ 1.5mg : Y-LT1.5
#€ 2mg  : Y-LT2
#E 3mg : Y-LT3

(4)pH, BBEL, #E, LE BEREOERUREHN pH %
L7
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52 2 KT, Erm—2, byEwayFroTy, AFrein—X,
orSme ENY, RAFTYEY SR A
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* 2 BRIHE - AMBL, BEEE, AAEERGR], WEZ n~ hr T 70— (TLC), &
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S - 40°C, 82%RH | Mm@EHIZLE (M) | 90 H e L
S, BOE (0 7001x) | RS (KUE) 90 H ZE L
N e e e 14 H BIZAMEID AR D
NS i A B (AR
ot o, mGHRR (R%) 14 A e 1 B LT
W BE (K8) 14 A Zb L

* LIBIHE S8, W2 n~ k777 4— (TLO), @R
* 2 FRBRIEH ¢ AMBL, IR, Mg~ b/ T 70— (TLO), &

CRELER VBBREOREMN
BN

fH s ORALE (WELFHEL)
DR L

L BHH
BE : RAMA Tae XY R—uE ] OEHRBR alc L5, bbb, RBRIKIC pH4.0 @ 0.05mol/L
WElg - BEEE) N U o AREMETR 900mL 2 Wy, TR IWHRBREO X RUVEICL Y, 55
50 [FIHR CRBR AT D & &, IWHRITIRDO LB TH D,
BE 0.75mg : 30 SR OEHEFIL T5% L ETH S
#E 1.5mg @ 15 R OEHHRIL T6% L ETH S
BE 2mg @ 30 RO HEIL 85% L. ETH D
BE 3mg 1 45 S DOEHEIT T0%LL ETH D
2B, AANTEEBBICHEA L TWDZ ENHERENTND Y,

HRL 1% : B Toa_XU R—/Uflih) ORIk 5, 37bb, BBRKRIZ/K 900mL %
VY, SSRURIZE Y, 85y 50 AR CRER AT 5 & X, 60 /M OIRHEIX 7T0%LL k=
THD,
72k, AR LEHKICHEAS L TWD Z BRI TND 9,



V. XIICEHd H1EE

<BE>
YAt B O FELIME
(2mg FED BRI N 72N T2, §E 2mg ([T OV TR YLl o FEhE 72 L, )

HE 0.75mg

TRLD 4 JFIZ OV TR HRBRZ 0 L72HER, W bHELREICEE L, ~e~Y F—L
$20.75mg 13 ¥ b I LEERFIOBREFENIFRSETH D LHES Nz, (BEERELOED
FHIREERBRT A T A 128K D)

LS /~EAY R—/L6E0.75mg [ 1 3 (Lot. R025)
fEyEslE| (Lot. 3325)

AL 2N RV
OpH1.2 (900mL) /50rpm

SRR (BRI AL @pHA.0 (900mL) /50rpm

@ pH6.8 (900mL) /50rpm
@ 7k (900mL) /50rpm

D@ : HERRANL, 15 3 LINIC T 85% LA LT 2.

| L @@ : 30 73ITF T, BABRELAN O I I IERHERA O P
H RAGUDHPHIZH D, 7>, 360 5I2BWT, AERIUH DI

PEJYS HH SR AT R O SRS =R £ 15 % DFEIHIZ 8 5.

OB - pH1.2 [Al#%L : 50rpm

120

o4 00 @ _---Gr---- Q ——————————— Q —————————— -Q
E 80 —
%
H
= 60
% ol =
_ —@— /\ARJKR—)LEE0.75megl TR

40

- O - ZERF (] 0.75mg)
20
0@ T T T T T 1
0 15 30 45 60 90 120
BB (5)

@ RBAHE - pH4.0 [Al#5%L : 50rpm

120
100 —
@- - @ 9-— @
E 80—
B
H
= 60
% . C=
& —@— /\ORIYKF—)LEE0.75mgl T RS ]
40
- O - R (5EF], 0.75mg)
20+
0@ T T T T T 1
0 15 30 45 60 90 120
BB (9)



V. A9 H1EHE

@ik : pH6.8  [Al#E%EL : 50rpm
120
100
E go4 00000 . —
== @& _0------0-"777
= -
= 60
% e e
= —@— /N\ARYF—)LEF0.75mgl AT
40
- O - ZERF (] 0.75mg)
20 -
0 T T T T 1
0 60 120 180 240 300 360
BB (5)

@BRIE - K [AlEH : 50rpm
120
100
%
H
#2604 . e = ..
w | e A _-----
404
—@—  NORUF—JLER0.75mel IR )
207 SO - AR (G, 0.75me)
0 T T T 1
0 60 120 180 240 300 360
AR ()

&€ 1.5mg

FRED 4 ROV T BB &2 i L 72 /58, Wb HERBIOES L,

a1l R—)u

$E 1.6mg 133 F 3] LFERFOBEHETIIFAS THD LHESNT, (BEEFRLOLEY

FRIREMRR T A BT A 12X D)

ik

e R—LgE 1.5mg 23~ 2 ) (Lot. RO17)
PEAERLA] (Lot. 32202)

R

X RV

BRI (GRUBRIKE) /mlissk

OpH1.2 (900mL) /50rpm
@pH4.0 (900mL) /50rpm
@ pH6.8 (900mL) /50rpm
@7k (900mL) /50rpm

DO :
®)

@

15 53 K UF 240 S22\ T,  RRIBRIA O LR H R AR ERGA]

45 ATHOT, BB A7 R BRI O T

ABRIUAN, 15 23 LA ) 85% LA s+ 2%,
DR E15% OFHIZH D,

RA8YUDEPHIZ B D, DD, 8360 HFITHBNT, HERELEI DR
VIV H R I T YE LA O PR SR = 15% O#EPHIC H D,




V. REIEHI SEE

O BRI - pHI.

(&) HWEHFH

2 [El#53 : 50rpm

120

100

—@— NARYR—)LEE1.5mgl T
- O - RS (5EH], 1.5mg)

I I I 1
45 60 75 90

B (5)

@ RBAHE - pH4.0 [Al#:%L : 50rpm

() WEERF S+

120

100

—@— NARYR—)LEE1.5mgl T
- O - RESH (GEH], 1.5mg)

I I I 1
45 60 75 90

B EE (57)

@ik - pH6.8  [Al#EEL : 50rpm

() WEEB &+

120

100

80

60 —

’ —@— N\ARYR—/LEE15mglATLS)
- O - RERHF (FEH], 1.5mg)

40

20—

I I I 1
0 60 120 180 240 300 360
AR (93)



V. A9 H1EHE

@ ABRIE - K [ElSE : 50rpm

120

100 —
g 80—
e A O s
i
% 60
%
40

—@— /N\ARYR—)LEE15mgl AR
20 - O - EEREIGEF], 1.5me)
0 T T T T T 1
0 60 120 180 240 300 360
B HEERE (5)

#E 3mg

TRED 4 TR HOW T HRBR 2 i L 72/ 8, Wb fELRIoES L,

gl R—)

f€3mg M3+ b X LEERAIOBEHZEEIFRSFETH D L HES I, (REERLOEDZ

HIRI MR T A R T A 2K D)

fRik

e R—LgE3mg [ h 3] (Lot. RO54)
IEAERLE] (Lot. 3421)

BRTA

IRV

BRI (GRBRIE) /Imlissk

OpH1.2 (900mL) /50rpm
@pH4.0 (900mL) /50rpm
@ pH6.8 (900mL) /50rpm
@7k (900mL) /50rpm

HIE ALY

D : 15 53 K45 57BN T, RBRELE] O SR = A ERLA o
SRR R+ 15% OFIPHIC & 5,

@ : 10 57 KN30 S0 B\C,  BRBR AL 00 AP HH SR I SR E LA o
IR HER +15% OFPHICH 5,

@ : 45 TN T, FRBRRLA O SRR H SR I TR HERLA 0 SR R
+8%DEPHIZIH D, HD, 360 ICHNT, RERILAI DR
HA SR T A HERIA D SR 2R = 15% DFEIRIZ & 5,

@ : 60 /T IW T, FRBRBLA D SR H SR I IR HERLA 0 SR R
+8%DEPHIZ I D, HD, 360 ICHWNT, RERILA| DR
HA SR T HERIA D SR H 2R = 15% DHFEIRIZ & 5,

OBk - pH1.2

[FHA%% : 50rpm

120

100 @ L J
E - -O---- O----"7" O mmmmmmmmos o
1 80 — _
% C
H
= 60
% S s L=
& —@— /N\ARYF—/LEE3mglAT T

40

- O - REEERE (BRI, 3me)
20+
0 T T T T 1
0 15 30 45 60 90 120
AR (9)



V. X9 d H1EE

@K : pH4.0 [AlH%L © 50rpm

(&) WEEDF &+

120

100

80

60 —

40

20

—@— N\ARYR—/LEE3meglTIRE )
- O - RS (5EH], 3mg)
I I I I I 1
30 60 90 120 180 240
AR (59)

@ EAE - pH6.8  [Al#L%L : 50rpm

() WEEDF &+

120

100

80

60 —

40

20—

—@— NORYR—)LEE3mglITRE ]
- O - EESEF (5EF], 3me)
I I I I I 1
60 120 180 240 300 360
AR ()

@#RiR K [fsE: 50rpm

() WEEDF &+

8. EMFHIFERE
A L0

120

100

80 —

60 —

40

20—

—@— /N\ARYR—)LEE3mgl IR

- O - EEEF (5F], 3me)
T T T T
60 120 180 240 300
AR (59)

1
360



V. A9 5H1EE

10.

1.

12.

13.

14.

HENP DB D OFERHRE
B B [heXY R—88) OERRBRIZL D,
RO AT O BRI E v
AR 1% @ B Toha XY R— Uik ] OffERRBRIC L 5,
RO AT B E A

HEPOFIRDDEEE
B B [heXY R—gE] OFEREICLD,
Wik a~ 757 40—
PHEHEIAG « 7 ==L D A X ) — VIR (1—2000)
AR © SRAMBOEYEEERE (GIER & © 220nm)
AR 1% : AR e XY R— ufithi | OERIEIZE D,
k7 a~ 777 4—
PIEHEIAE © 7 ==V D A X ) — )RR (1—2000)
Mtids - RSN EERE (RE & © 220nm)

palii
Y LA

BAT DEHEED H DM

7 x— R A—4—"T 10 BRI TLC JEIC L 0 5D iR S NT=0S, IR D 12D A ik

Wy OFEx O HETOHBEREIIRARETH - 72,

ABANDELGRR - NEANRKRLTERRICET H1FR
L

Z Dt
R L7



V. BRICEI SHEE

1. SEEXILHR
MERMIE, € 2R

2. BERUVHAE
AU R—LE LT, BERA1H 0.756~2.25mg /LI U, HRa(ZHEET D,
HEFFE L LC1H 3~6mg &k N&EEHET 5,
7ok, AR, JEMRIC X 0 EERET 5,

| <Pk - AEICEIEY SEALOEE>

P ARE 2 ET DA ITEEIC T 2 &, (RAID R
| malin) 25 LN 5]

< i >

m~a Y R—VBIE O 2 e I X0 EMERERE (Syndrome malin) # 3K L7z & 5 EH]
DX TN D 101D e h

M
B
(B
b
S
i
-
H
A
=
7
<
=)
(oM
5
5]
@

3. ERPRALIR

M EBRT—2 /v 7r—
L7

(2) BRI -
AR L

(3) BRI -
AR L

(4) 1BRIFER -
P L

(5) HREEAIFRER -

1) AT RERGHER -
EERR L

2) HLEEEAER -

oPEE O " EHEMRILEGRER (FAJGHIE) 1I2B8W T, ARAIDIRIE L LTHY

SbRTWG e
@) /NEFFB L il o LA L RPR 1984 ;18 (7) : 3349-3371
h) REA fh : [E5R L 38521984 ;12 (1) : 269-286
DFEEHEE fth : BRARRSARE S 1983 ;12 (4) : 519-538
J) RIFFEES fh : B & AR 1987 ; 36 (4) : 590-606
k) OHigE & b : BEEEEEAE 1985 ; 13 (1) : 105-136
D THEZRME fth: EZOH DA 1990 ; 152 (8) : 529-543



V. AEICEAT %IBH

3) REMAER -
AR L

4) BE - JREERIGER -
MMERR L
(6) ;REMER -

1) ERRAERE - BEERRERE PR - WERSEERAR (TREERRER) -
PR L

) EBEHE L TERTFENOHNBERIEIER L-REBOHE
BARWAR



VI. EHEBICEHT HIER

—_—

C EEZPHICEESH HEEMXITILEHE
TFu7 ) RMCEW, T FTVURMEED

2. EBER

(1) EREML - 1ERAHR -
TERHERAL - AR R
TEFIBEFE © PAXARRESRICE T D RS UAREME, /v T B LT U ARBWERIRE S5
MHERIC L 2 EEA BTV D,

(2) ENEEN 1T DHRERASE -
MER R L
<BE>HYTOT X
~aRY R—LOHLT RENT 4 AEH, B SRS TE) R OSRPEERE S S O HIE I,
suaLru<Yr 0B THY 12, E£iz invitro TR UZREA~OBTM L E L,
RS AR EETUHE R & 98 19,

(ED,,mg/kg p.o.)

OB | OH g W Y R—u sanrra<wdy
BT RENLT 4 AEH
EE) <A 0.09 4.8
W A2 AT ) 7>k 0.42 15
M - A X 0.05 3
H A TE) O H
(SMAIRRR T &0 B SR ) 7>k 0.72 7.3
NH VT —HEIER 7>k 0.95 >100
e SUS RN
Pole—climbing 7 v b 0.4 13
Sidman Z v b 0.5 11
MR R A
ANH YNV EH— )L ~ A 6.7 5
RS BB e
A B omHE H CUREY] m~aY F—u sanrra<wdr
SH-~a Y R— LSS AT 7 v bk 8.9X10° 6.3X10°8
Ki (mol/L)
SH-ADTN #& AL 7wk 1.1X107 4.5%X10°
Ki (mol/L)
R/ AREHEIE T 7k 0.25 5
p.o.MED (mg/kg)

ADTN : amino-6,7-dihydroxy-1,2,3,4-tetrahydronaphthalene

(3) E AR IRBERT - G -
HEAEER L



VI.L EYMBEICET SEE

VI. EYEIREICEIY 5IER

1. MPREDHT - BIEE

(N aREAMGMAPRE
2.5~15ng/mL ™

(2) Rl EEEHERR
BRI L
<BEBE>EWTOT—H W
NaRY R—=LEE IR R—LHk 1% % A X (n=10) ([ZHEERO&#E LHE
DI PRE I 4 R ISR mfEIE L, D, M6 OERIZD L5001 Th -7z,

Q) ERRABRTHRESN-MFEE
MERR L
<BE>
5 B LM A RTIERFZ TG L, ~aL) F—/L 9mg 2 A&%E L7GER T, i
FEI 3 BRI CIcENCE L, @M 7.30£0.94ng/mL ThH o7, F7=, MmAEE
P 27.1+3.2h THH7Z v,

toae (H) C,. (ng/mL) ty, (h) AUC,... (ng-h/mL)

3.22£0.605 7.30*£0.94 27.1+3.2 181.4+32.1

KARAN DA SN TS HE - HEIE, #O&RETHRALHO0.75~2.25mg 7 HI1E L, HRrx it
%o HEFEEIT 1 H 3~6mg Th 5,

<HFi% - A=ICBETHFERLDEE>
AFN M ET HLEIXMEEREITITO 2 &, (RFIO20E /&I L0 EMEERE (Syndrome
'malin) DEEZDHZENH D)

(4) L
MUEER L

(5) BE - ftAEDEE
VL 2zt (R LoEES) (BT 2HEA-T. AR OEZZROZ &,

(6) BEE (KE2L—3>) BFIEYHEALEENENDEEDER .
R L
2. REER/ (T A —5

(1) @A -
MR L



VI. EYEEICEY HEE

(2) RILREES
B ERL R L
<BE>HEANOT —H
Ka=0.033hr

BNAFTTRLSEYT 1 :
HUERR L
<BEZE>SHEANOT—H
60+11%

(4) HSEREEY -
MR L

B)YVITI VR
11.84+2.9mIL/kg/min

(6) P B -
15~20mL/kg

(7) MREEHEE
90% °

3. IR
HEE L VRIS ND (L LTME) @
& A GRF ORI 80% ©

4. D

(1) % — A BE P @B
MUERR L
<BE>SEHYTOT—H P
maY R— L OMREMNEZ R ThA A R (HPPY) 2381, 7 v oA
BIRICEEHENE L2 & 2 A, HPPHIX MBI M e &b &% [®Zn]Zn-EDTA LV &
WIMINER D SA B FE 8l 2~ L7 (9.0£2.1 % 0.60.3%),

(2) Mm% — e BREAPT R 14
NaRY R—= L OBITHIZEANZEZNKRE L, SWBITREL TR THE Y bA00200, 16k
WE SN TWDIEF D% I, FHERMHPREN G HRERGWGS (D72< &b 5ng/mL LA
k), ZOBITRIZ10~50% CTH -7 7,

(3) i~ DRBATIE -
R ~OBATRHE STV D o7,



VI.L EYMBEICEHT SEE

(4) BERA~DIBATIE
HE RS L
<BE>HEANOT—H
B O~ R R VRS MIE PR E O 10% &3 2 o, BER & g IRE O
FEERN 0.17T LW O HEDR B D Y,

(5) Z DI DIBHADBTH -
LR L

5. &

(1) RBHERML R L BHRES

AFNZTEE LTI CTRE SN, IBED S OWIUCEE L THETOR#MEZ T 28 ERND 5,
R & LT, FPMAE L0 ESOHICRIRES L, NA AT ATV T 1135 60% TR
N5 2~6 B IS Rm PR IS ET 5, AEH TITA 90% A E B/ A L, THRFR
IR 18~24 IR <, HEMICh 7 - TIRTFICHRE S LD, REEO R P HRIEEEIX
1% 7T, BERIT VxR AL ZZ T I%, RPIZ4-T7 A Xy A7 m B F Ui 4-
TNART =T /Y — @B EORTIRPICHRE SN D, T v FTIE, 5% 96 IRFfHE
FTICEEEOZNEI 40%IZH Y4 T 2 BHEES BT L OURHFICHRIE S D 49, Fz,
O TR O LRI 2 E 7 fUGHIRREE & OMERH D v,

(2) KRB 59 58 % (CYP450 %) D FiE -
Nl K=o FEAHEE L LT CYP2D6 GEAl o R F—Ld 2-/KEk v K
mNaRY K= L ~Oififg{t vv), CYP3A4 (/~a~XU F—/LO{ERINL T L% Ak »© )
NETF LD,

(3) NEBBHREOEREUZOHE -
AR L

4) REYDEFEDOFER UL
EER e L
<BEB>#EYTOT—XF
Ty MRy R—=ri2gh L, Bl e XY R—=LOMTOH R8I AAERI,
ALY =L 100~400 3D 1 (in vivo) &3 58E»» &, IR 25~
50% (in vivo) & DWENRH 5 =,

(5

~

EEREYORERII/ T A—F
EHE AR L

6. HEitt

(1) B BRI R UHERR
T & LTEBO SR, FHCb s, —EEEPICHEtsh D 2,



VI. EYVEEICEY HEE

(2) Pt -
REACARD R PR 1% 0
(3) Bt -
PR L

7. FSURKR—E—IZET B1EHR
MR L

8. BMNFICKDHBRER
HERESE AT D BHTPETAR L 2
1L % Z AT B HTPEITAR Yy abao
ELRE MR < R 9Bk L



VI.L R (ERALOXES) ICBY 51EE

VI &£t (ERLDIESF) (CBYHEE

1, %=

ERNBEFDER
G L7y (BB CIIED HL TV

n

o

N
P

ERRNEET0ER (RAEERZED)

22 (ROBHIZEFH/E LGNNI L)
(1) SRk EE (BERRENELT IBENRH D, )
(2) 7V B — U REFREARE O RSN O IRV EEEE T IZ & 2 B (i E A
DRSS, THHEEH) OHEBH)
(3) EIEDLARBE LUK T 2 EEEHACMIER FT2AHE I TN D, )
(4) 78—=F 2 LR T L B/ MARERAE D B (BERINIEIR DB LT D82 b 5, )
(5) RENDR Y X7 Fu 7 x /) b &Ik LiRBUE D B
6) 7 FLF U vafbholRE (T RLF V2757 4 7% —OKEIERICHERT S
BaabR<) (MHAEER OHEBR)
(7) i SO TSR L WD REMED & S tm N (TiEhs, PER, I E~DOHKE] OHESBH)
<fiFFn >
(1) 7F v 7z o REANIPRARIEENZ AL, SHRELHERT 5,
(2) AFNZFARARREINHER 2 A L, 2 — VEsF 8RO G IS L 0 Hsadmi e H 23
HWmIhs,
(3) 7 R LI U AAEE -5 25 (AR HE R (T SO AN I LR AR ] M ON o p fnall E F o0 — 568 &
L COMERICEREDIR T 72 ENER L 2 0 iER B S BENRH D,
(4) KFNOPFEHIZ L0 $ERABIER DR S SN D Z ENnb 0, JEREELLSEDIEBENLH D,
(5) —HXIZHRANC X 2IBHUEZ L = U7 B IS E LT 2 & EE 2\ BuE 2 # 2 3 AT REtEs
b,
6) 7 RLF U x7T KUV oAEiEa, -SHEOREAITH Y, KEIDa-—5 B ERE
&Y, BFZREHEERNEN L 720, MmER FERNEEIND,
7 R oo ERIERZ AT 20 EO O HIZ OV TIE, 3B PRI MR T 23
EZD2BENNHDLEOD, T 7 4 7% —3BIEHRREICEDL AfReENn H v, HiE
RREAE L LTCT R T U U EENRVELINDZ D, T 7 4 7% —IRERHC
BEOBBREEOENIZHLHISTE G FIZBWTT RLF U v AT 280, U
20 BB LTHOHATEDHLELT, TRLTFTIU & TF7 4 7% —0RAaERICHEH
TLHHEIERA STV D,
(7) 110. 4Fhw, PEkw, RIAWFE~OEE ] OESMH

3. EERIIHERICEHET HFEALDEE L ZTNDER
M LR (BEETIZED BTV

4. RERVRAECEET 2ERLDIE L ZDER
V. BRICETLEHB ] 22352 L




VI. 2&% (FALOFES) (CBY51EH

5. EERSARE X DER

(1) HEFEDOH 25 EE UHREN EH 3282008 H 5, ]

(2) 0» « MRS, KT, XINb0%VOHHEE (—BEOMERETRS L i
HIENHBH,]

(B) QTIEEZE Z LT WS (QTIEESRITIBZNRH 5, )
1) QTEEAZRZ 3+ Z ENMbN TV DA Z B E o BE
2) KAV v AMIED S HBE %

(4) TADAFEOREEMERE, LN OEREOH 5 BFH USHEBEEZIEKTIE5 2
EBRH 5,

(5) FUIRNMERETUHERIRAEIC & 2 B RN SIER A Z 0 o970, )

(6) mling ([EE ~D&E] OESH)

(7) /NR (NREEA~OF S ) OIEESR)

(8) FEWBMIE D B

(9) Wik « SRR EARIES 2 £ 5 F RSO H 5 BE, MICENREDOH 5 BE (&
MIE@ERE (Syndrome malin) 23E Z 0 <0970, ]

(10) mIREREE T2 d 2 B8 URIERE P2 M3 2720, @ESISHEZ 5B8EhR&H 5, )

<R >
(1) ABNIAFETINH SN D DT, HEEOHDHBRF IR G TS &, E2 N ELE S g
ENERTIBENARD D,

(2) 7 R UF U AFE M a5 25 B W P S0 A & R iR A T K OY sk i 4 F o0 —388
E L TCOMERISHEREOIR T2 ENRER L2, —@EOMEE TR H HhD 2 &N
b5,

(3) AAIDEIWER & L TLss), L=Hn, QTERZHHONDZENHLHLDT, QT IE
RAEZ LT WREHICTEREICRS T2 L,

(4) KRN DOEGIT LY, T 7 ZEOMH RARR S A OPEREIR T 23 2 1 AR 2 K
TSEHZIERD D,

(5) HURIRBERE TTHEIRTBIZ & £ BB ICAF 255 &, $EAIMNEIER D E Z 0 03 < 72 D,

(6) 9. FEiinE ~DHEE ] OESMH

(7) M1, WNEE~DOFE ] OEHZM

(8) —MRITHEANC L HIBUEZ L = L7 BFITHER ST 2 & BEEBBUE % & 2 3 ek
DD,

(9) AR & G5 OBETIE, BK - RERNBRIREBEZE S FIRIERNZE L 720, B
JE@RE (Syndrome malin) 232 Z D 09K 72 5,
£7-, ARG L DEMEBRHERIED ) A7 77 7 2 —L LT, MIWEFEEDH D
BENHT BTN D ad~ad

(10) AFEG-HFOBED, @IREE FCH 2546, KIRRE T2 57290, @mEG
ZRITBENEH D,



VI. R (ERALOXES) ICBY5IEE

6. ERLEARWIBE L TDEHRVLES X

(1) IR, IEH -0 - RKEFRENEDIR TR 2 0N H 5D T, AFIEEFO
BEICIIEDEDBEREBREE S BBOBREICKEFSIERVWI Y EET DL &,

(2) AFNIHIEAER 2 G 5720, OIEANKESL P, B, MIEESIC L S EEAE
RERERILT L8 HHOT, EETDHI L,

(3) PURMR IR T, ZERIE, FIRMARES O MRERIENHE SN TWDHOT,
FRAE, RMIBAR, IBW, BACKREZEOMERIK 7263 5 BF & 5T 2856 1C3EER
THZ L,

<R >

(1) AHN D FARARANFMERIC L 0, IRK AR EDIERNH HbND 2 ENHDHDT, KAIKE
HOBFIIT A B EOEERS, ARE O BBOBEICEF TR0 L,

(2) RANTHIEAER 289 5720, MoEANIESLS PaE, B, WIER, JREE, FEE%
W2 KD BRIEROIEMEZ 6] L, FEEOEITZARBEMELT L2 E03H 5,
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Y R—/LEE (Haloperidol Tablets) & LC, KETHRIIEIN TS, (2020 4 4 HBLHF)
AENTHT H%08E « 20, ML - HEIZLU T LB THY, SETORZIRI & 137D,

[%haE - Zhi]

A RFE « Z 999

[k - H&E]

ey R—L e LT, kA 1L H 0.756~2.25mg " HIH U, e lCHET D, HFE
L LT1H3~6mg #5345,

2B, i, ERICEVEEEET S,

KENZF T 2 78R

HR7E4 Haloperidol Tablets,USP

=4 Sandoz Inc

FIEE 1986 £

HITE - Hiks #eFl - 0.5, 1, 2, 5, 10, 20mg

Wee - R

S ONIIN
PR H IR DOE L, b v —L v MEGRIEOIERO 2> hr—/,

M - &

By | <H18 &>

A

PESEDES, 0.5~2mg & 1 H 2 [H&H 5 WL 3 B E, HEIEOHA, 3~bmga 1 H 2
B & DN 8 5T 5,

ElE, ERAEORS, 0.5~2mg & 1 H 2[HH A WL 3 EEET S,

18 2 VITHIPIE D BE DA, 3~bmg 2 1 H 2 [MldH A5 NE 3 [mliE5-3 5,

< MR >

—H, FORERENELNDHEICELES, R/IARMHERREE Cha lIClET 5,

DailyMed [HALOPERIDOL-haloperidol tablet(Sandoz Inc), 2019 4 4 H 45T (https://dailymed.nlm.nih.gov/
dailymed/drugInfo.cfm?setid=f200975a-530f-47b6-84bf-de425b563ee0) (202044 1 14 HT7 7 A)]1 kY

2. BIMZE T HEERZIEFER
(1) WEhd ~DF G BET % 1
AINCBT DM LOEE Hikhm, Efm, RIWE~OHRL ) OHOGLEIZUTOLEY
THY, KEOETMLEDORLHE, A—A TV TORHEITRRD,

(1)

[ EovER] ihm, PEfm, RImE~DKS

PEAR SUTIEIR L TV D HTREME D & DI NITITHR G- LW 2 &, R ME & 5 © i
Bl %, BMERTORR (U R), MEFE (HhLAZ—) FORFEELDT
HREOWA, BERNOEM (v 2), WERDO LR (7 v ) FolkiEt
PDEE SN TWD, £, EIREMICHREMRENRE SN TWS5E, FrERic
ML, IR, PPORBETE, IRER, AIESRIKT, SRS O BEBUE RO HEA SN ES
FERD b bonTe L DREDNH D, )
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WARNINGS

Usage in Pregnancy

Non-teratogenic Effects

Neonates exposed to antipsychotic drugs, during the third trimester of
pregnancy are at risk for extrapyramidal and/or withdrawal symptoms
following delivery. There have been reports of agitation, hypertonia, hypotonia,
tremor, somnolence, respiratory distress and feeding disorder in these
neonates. These complications have varied in severity; while in some cases
symptoms have been self-limited, in other cases neonates have required
intensive care unit support and prolonged hospitalization.

Haloperidol should be used during pregnancy only if the potential benefit
justifies the potential risk to the fetus.

Rodents given 2 to 20 times the usual maximum human dose of haloperidol by
oral or parenteral routes showed an increase in incidence of resorption, reduced
fertility, delayed delivery and pup mortality. No teratogenic effect has been
reported in rats, rabbits or dogs at dosages within this range, but cleft palate
has been observed in mice given 15 times the usual maximum human dose.
Cleft palate in mice appears to be a nonspecific response to stress or nutritional
imbalance as well as to a variety of drugs, and there is no evidence to relate
this phenomenon to predictable human risk for most of these agents.

There are no well controlled studies with haloperidol in pregnant women. There
are reports, however, of cases of limb malformations observed following
maternal use of haloperidol along with other drugs which have suspected
teratogenic potential during the first trimester of pregnancy. Causal
relationships were not established in these cases. Since such experience does
not exclude the possibility of fetal damage due to haloperidol, this drug should
be used during pregnancy or in women likely to become pregnant only if the
benefit clearly justifies a potential risk to the fetus. Infants should not be
nursed during drug treatment.

% 1.DailyMed [HALOPERIDOL - haloperidol tablet(Sandoz Inc), 2019 4 4 A ki (https//
dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=f200975a-530f-47b6-84bf-de425b563ee0)
(20204 H 14 BT 7 & A)]1 LD

58

71
F—=AZ7 VT DB C (20194 11 }1) *2
(An Australian categorisation of risk of drug use in pregnancy)

% 2. Prescribing medicines in pregnancy database(Australian Government) (https:/www.tga.gov.au/
hp/medicines—pregnancy.htm) (202044 14 H7 7t X)) XV

2% PO

F—=A T VT OH5E: C

Drug which owing to their pharmacologial effects,have caused
or may be suspected of causing,harmful effects on the human

fetus or neonate without causing malformations.These effects
may be reversible.Accompanying texts should be consulted for
further details.

(2) /N~ T 5 1
AR T M EoiERE VhNEE~OHRE | OEHORLEIZUTOLEY THY, KED
AT CE L 1T R D,
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KEOURACE INDICATIONS AND USAGE (#k#)

Haloperidol is indicated for the control of tics and vocal utterances of Tourette's
Disorder in children and adults. Haloperidol is effective for the treatment of
severe behavior problems in children of combative,explosive hyperexcitability
(which cannot be accounted for by immediate provocation). Haloperidol is also
effective in the short-term treatment of hyperactive childen who show excessive
motor activity with accompanying conduct disorders consisting of some or all
of the following symptoms: impulsivity, difficulty sustaining attention,
aggressivity, mood lability, and poor frustration tolerance. Haloperidol should
be reserved for these two groups of children only after failure to respond to
psychotherapy of medication other than antipsychotics.

PRECAUTIONS (#f})

Pediatric use

Safety and effectiveness in pediatric patients have not been established.
DOSAGE AND ADMINISTRATION ({#}%)

Intial Dosage Range

Children

The follwing recommendations apply to children between the ages of 3 and 12
years(weight range 15 to 40kg). Haloperidol is not intended for children under
3 years old. Therapy should begin at the lowest dose possible(0.5 mg per day).
If required, the dose should be increased by an increment of 0.5 mg at 5 to 7
day intervals until the desired therapeutic effect is obtained.

The total dose maybe divided, to be given b.i.d. or t.i.d.

Psychotic Disorders:0.05mg/kg/day to 0.15mg/kg/day

Non-Psychotic Behavior Disorders and Tourette's Disorder: 0.05mg/kg/day to
0.075 mg/kg/day

Severely disturbed psychotic children may require higher doses. In severely
disturbed, non—psychotic children or in hyperactive children with
accompanying conduct disorders, who have failed to respond to psychotherapy
or medications other than antipsychotics, it should be noted that since these
behaviors may be short-lived, short—term administration of haloperidol may
suffice. There is no evidence establishing a maximum effective dosage. There
is little evidence that behavior improvement is further enhanced in dosages
beyond 6 mg per day.

DailyMed [HALOPERIDOL-haloperidol tablet(Sandoz Inc), 201944 A &= (https://dailymed.nlm.

nih.gov/dailymed/drugInfo.cfm?setid=f200975a-530f-47b6-84bf-de425b563ee0) (2020 4= 4 H 14 H
T7EA)]EY
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