2011 45 A%ET (55 8 hiD)

HAAE R 0 d 8% 5 - 871179

EELAAEA—T+—LA

HARPESEAN T2 O TF FRdl ZAE 2008 (ZHEHL L CTHERK

B E R E A
BAERA AR K—)LEE

YIF%(0.75mg)

1™ m ®
P JIFD:(1.5mg)
WITHEAESES | g = g™ &
JIFJ=(2mg)
I - m ® .
JIFJ=(3mg)
LINTON TABLETS
AR EE
I3 )" g o
QLS5 A I S -J-".-’ﬁHM1Qb
LINTON riNE GRANULES 196
HI FhE,
L S
HEIKS | EAERS EE-EMSEOLEAMC L ERTS L)
s . S U v kv E0.756me),(1.5mg),(2mg),(3mg) : 1 fEH A/ z*Y R—/L 0.75mg,1.5mg,2mg,3mg &4
U R AR 1% : 1g 1 R RAY Rl 10mg G
o g ey F—L
% ¥4 : Haloperidol
beilbiz RIS AGRAEH R SRA LB A H FEoeHEH H
) U kg (0.75mg) 197749 A 28 H 1978 44 A 1 H 1978 44 A 1 H
%Eﬁﬁm%ﬁﬂz U kg (1.5mg) 197749 A 28 H 1978 4 A 1 H 1978 44 A 1 H
ST EC M - Uy kg (2mg) 1977 %9 A 28 H 1978 24 A 1 H 1978 4 6 H 26 H
Fs754E A H U v b B (3mg) 197749 /1 28 19784E 41 1 H | 19784E4 /1 1 H
200242 H 12 H 200247 H 5 H
17 S % PoVA % B
U bR L% (oA L 5 k) | (Em sk coten)| 1078 F AT 1H

PAYE - BLEIRC
(FA) -
et - Botatts

RIERRFE T« O = 2Rkt
Tae—a el FEIRLEASH

= BT AR
DS

WA biEn

M =Rt < TVt —
TEL : 0120-753-280
HEEMRS A
TEL : 06-6227-9415
ZATIREH] - 9RE~ 17T HF 30 4 (:, A, #LH, SHKREREZRL)
ERBIRE AT R — A—
http://medical. mt-pharma.co.jp/

ARIFIE2011 &F£ 3 BRET() > o) M IZ 2011 £ 3 BRET(Y) > b %D ORMXEDE
HICEDEWET L=,

O RMIXEFERT, EXRMERKSFRRIRHR—LR—-D

http://www.info.pmda.go.jp/ 2T ZHEZE L =& LY,
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IF FIBDFSIZDOHME —arrmssme—

EERA VA E1— T+ — LIERDERE

[ FH 538 5 0 FEAR ) 7 B 3 & U C IR A R S S IRA U (LU, IR S0
T3S D, EIEBLG CEEAN - SIS O ERIEFE D B EB B 7R S O 1E
RG22 0E 3 2 BRICIE, IR SCEIC R E S 2 B A AT 2 I FEM R G s
VBIRIGEN D D,

PR B, ClE, Y% IE ST DU THRESEAR 3 0D [ KA o P 22 8 5 1T I 0 1B NG =K
RE A L THERAEMTE L L L TETWD, Z OIS HERE R 2RI AT
THZODOERI A RELTA U Z Ea—T 53— 204 LT,

BAFN 63 4RIZ B AR SRAIAI S (LA T, BIR3E & Ws3) 200058 2 NEE 20 TR A
VEEa—T7x—L (LT, IF EB8T) OALEMTIEONT IF Gl#lifk e R E L, &
D, EFEGEFEF )T I N B 0T EIR G = — X OB (L& Z 1) T, R 10 4F 9
HIZ BIREEEMNE 3 /NEESIZBWT IF s EEOWET BT b,

FEIZ 10 A3kt U 7= BUFE, R IER ORI FCTH HRBEMZE FNFTh DR
B O FEAER, BTIC & > THF « FERERIIREISEb LI & 2% T, FRk 20
£ 9 I HREREREREZEE S ICB O CH-72 IF Rl EEA R E SN,

IF &1

IF XA SCEE OB R M L, BARISEOEREEHITE > THHEBICKLE
72, EIRGLOMEEBD D O H, WITERE DT OIEH, A O 72D OFE &, FEHK
D IEE D720 DIEH, LA 72 BE 7 7 D12 DIFMENER SN =R AR 72 E
BIOEIRRHE L LT, HREN L EEE R E L, AR O 7= OIS ER L O
RUER A 26TV M OB AL 208 L T B 2T B EALERTT B b,

7272 L, S - BRI D b o, KB ORANIE 2 NI 5 b
O R OEEART B &G - Il « ST RS FEEZIIF OREFHEE TR0 5
W D b USRS S S 3R K72 TF 1, SRAFIAT B S 255EA - I - BREEEIS 35
EEBIL, MERMEET OO LWV IR ERF O L ERHEE LTV D,

[IF D#=R]

OHMEIT A4 J, BEiEX L L FAIE LTI RA > A EOFR (MFT5L) Ttk
L, —ill &35, 7272 L, I SCE TR - RFE AW GE1I2E, &8k T
XIS D LT 5,

OIF fi#EEIC S EER L, FTHBL XY v 7 IR TR T 5,

@FMOFHEITH — L, MU T BIRIEIER D [TF FIF O F5| & OBEE | D43
LT HbD0E L, 2HICELED D,

[IF DYERK]

OIF 1 TEAIE L CTHRAI O B 5-R 51 (N A, i1, AR AD (CERR S b,

OIF |ZFtdk 7 2T B KOS RN R E U7z IF R eI L3 5,

ORI CEONEZAMTETH LD IF DESITH > THLERFRATDEH IS,

OB DB EIZET 2 b 0, MESKAEOWAIES ) 2 T 5 b O K OHEA
21X U EEERE B OB « BT - SR & FHEICO W TE R S
AN
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ICE VBB SN IF 1%, B A CTORM 2 A L U, LB U CRAINE

TR (PDF) 2> SHIR U CHEAT 5, 2 TORAIILE T2,

[IF D %1T]

DITF Fo#k Z6E 20081, ik 21 2 4 A LIBRICAGR SN BriE3 i b & 72 5,
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H DT,
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ETSn 5,

3. IFOFAIZH=-T
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tL IF ORI EZ SO D VEN b5, o, MRFSGT SN A2 EoFEESEICET b FE
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LTS L L bIT, IF OFEMICH T o T, Sl O TR SR % [ 38 5 [ Rk 21
IR AR — A _R— TR T 5,
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REXTh b,

4. FAICELTOBESR

IF % 3EARE O B EBICB O TR T Z ENTE RV ERMLERRE L THEHL
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I BEICEAT HIER

1. ARORE
N R—/u%, Janssen HIZ KV G SN T7 T a7 = /) RO
LERTH D, BRI ES) L OB ER 2R~ L, 1959 4EICITXIR, =
A8 70 & ORSHIERIZ 0 D BRIRN R D R S vz,
FIZ RN 2 D, ZBAWIETERIC L0, PO AR IER 2R3 & bt T b,
AFNE, 1978 4 4 HIZHEA(0.75, 1.5, 3mg) M ONRL 1% D ARGt %, F 7= [F4F 6
AIZiE 2mg SEDMRGE A Billa L 7o, £ D%, HIRIAIZ -2V T 2002 4 2 A IZiR5E4
B FAGRZ 2T, 2002 4 7 A I HEAI4 CHARIGE < iz,

2. SR DAREEN - WEIZNEMY
(D) V> hAZ7Fu 7 c ) RO EAR]T, MG RKIE, € 5 H[OIR
FICHWLND,
(2) ERZRVEM & U CEMIERRE (Syndrome malin) , 02 HlEh, L =467,
WREEMEA L7 2 BIEMED 2% 2 D7, HURIR AR L E AN B 4y WE R
(SIADH) , #ERERIERAE, [ M ERID, 1/ INID, A AR IE , At JEARE,
TR E R AR SE, IFRSRERE T, FHER S Db Z LR H D,



I.&#ICEA9 HIER

1. R34

(1) #¥n4a :
U bk gE(0.75mg)
U hgE(1.5mg)
U bk gE(2mg)
U b EE(3mg)
U kAR 1%
(2) *4 :
LINTON TABLETS
LINTON FINE GRANULES 1%

(3) BMDHAXE :
Hrizr L

2. —ik4

(1) Fn& (4% -
a2y R—/L (JAN)

(2) ¥/ (@a%)
Haloperidol (JAN, INN)

(3) ATL:
PO IR EE, N XY R— LEEEK : —peridol

3. BEANTRHERX
Cl

OH



¥ C,yyH,,CIFNO,
418 : 375.86
bR (%)

4-[4-(4- Chlorophenyl) - 4 - hydroxypiperidin — 1 -yl] - 1 - (4 - fluorophenyl)
butan-1-one

B4, B4, BE, EEES
%75 : HPD

. CAS &% 5
52-86-8



. A3 I 5EE

1. MELEZHIMTE

(1) 4487 - MK -
B~ A D fE L T R

(2) /BfRME -
FEfE (100) IZIR T 077 <, A 5' I — N RR0RITFIZL L, 2-F a8 —)u
NiF= & 7= (99.5) ITEITFITL <, KIZIF & A T 720,

(3) WETE :
R oRSY A RAAARY

(4

~

AR (DR, e, REA
mhS 149 ~ 153C

(5) BIE B AR R E R -
pKa=8.25 (50% A % / — L CHlE) »»

(6) R ECIREK
4.3 (pH7.4, &2 % 7 —IVIKFR) ©

(7) ZDHDE L RMEE -
AR AT RV 2 2 max=221 KT 245nm ¥, 1 min=231nm I
(0.1mol/L ¥ - 2-7m /8 ) —)LiRiEi=1:9) @

2. AT DERERHTICE TSR EN

REROME | 1Al R E W |
Efi’;gf HE | BESTAEEGEE) |36 s | Bl

FRBRIEH : AMBL, (I, R, MEEERAER (BR) , Otk R, & &

AR D e >
ST KV HFET D P,

3. AMAELS DRERRERE
AR ~a XY F—L | OfERRRIC L D
(1) $E51 TR S B I i 1
(2) FRANRIL AT S NVRETE (RAE A U U LEERITE)



4. BERS DEE®
HEI~aXY R—L OEEEIZE 5,
0.1mol/L iR L 2 E (FendE : 7 U XA Z A4 4Ly Fikik)



IV. 2&IIZB8d HIEH

1. Flfz

(1) Bl DA, FAE R UK

Uk ogE
$E 0.75mg BE 1.5mg BE 2mg $E 3mg
NN H & HJ& H & H &
ﬁfﬁfkéj ARy Kb | gy RegL | Am2y F— | ~mY R
(1 82+)
0.75mg 1.5mg 2mg 3mg
:l‘ﬁz#t . Py
e FI - REE (R D )
Sl C10=C10)=lClO]=lClO)=
B (mm) 6.5 | B (mm) 8.1 | HE(mm) 8.1 | HA&(mm) 8.1
HiE EE(mm) 2.2 | & (mm) 2.4 | JES (mm) 2.4 | EE (mm) 2.4

i (mg) 100

#Hi(mg) 160

#Hi(mg) 160

i (mg) 160

I NP 4

A B e K t0mg
PEIR - Al (SRR i
(2) "EIDWE
<§E>
o
5% 0.75mg 45N LI E
#E 1.5mg 55N LUk
5& 2mg 50N LAk
#E 3mg 50N LA I




2. HFH DAL

<HBRL >

AR TE H HRZ 1%
U7 4 AR 3.2 ~ 4.0mm
RIYIRS 7~ 32%
18 5 : 4l
WL 53R 30 5 T HLDOIIEED 5%LLT
200 5 : @IETHEHDOITEED 10%LL T

(3) @Al —
€ 0.75mg : Y-LTO0.75
% 1.5mg : Y-LTL5
$E 2mg : Y-LT2
5 3mg : Y-LT3

(4) pH, RBEL, $E, LLE, BEOERURER pH 53
RSN

(1) BSES GEERS) DEE
U hrBE(0.75mg) 1 8EH AJe ~e XY R—/10.76mg # 5 AT 5.
Uy hogE(1.5mg) @ 18EH BJg ~"mXY R—L 1.5mg 5 HT 5,
Uy hoBE(@2mg) - 18 B ~aXY R—L 2mg #5867 5,
Vo hU8EBmg) t 18EH A ~e XU R—L 3mg 5 H T 2,
Uy MBI 1% 2 1g W BJR ~a XY F—/L 10mg #5077 5,

(2) Fhn#y

HE wom oW 4

JLBE KT, Era—R, bR R VT S, AL
TABT VI VR~ T X T b, AFrm—A, A
TT VU~ TR T A

HEARFY), Eve—R, hyERay TS, AT
g —2 vy ATT ) U TR N
AWK, BEro—A, huFnaL s o7y, A S
Vo hoBE@Bmg) | TABT VI VB AT TN AT LR —Z, X
TT VU~ TR T A

Uy hARRL 1% | FLBEKF, A F L m— R

DRV NS 7
(0.75mg) , (1.5mg)

U b 8E(2mg)

(3) T DAt :
A RAR



3. BAF, A DORIEICHT HFE

4. WEDEEERTICETS2REN

<$t 0.75mg >

B RSN

PR OFELE PRAFER: PRAFTEE PRAT IR iR
PTP 6% A X (RPN
R 40°C,75%RH 19 5% B
N 1)
T)I?[/ gun 6 fJﬂ Al’ﬂ:fotb
—_— 40°C I (055 I 5 2 () 90 H bl L
o 60°C W H A () 30 A ke L
40°C
s AT Zean IR AV 7
‘ 60%RH 37 I 2 (B O 90 H b7 L
e 40°C
’ A i Fan 7R 77»
ek 890RH s 2w (BH 0O 90 H Bl L
2. 73 BE AN 7
(4 7001%) TS A (K 90 H k72 L
K2 " et (e 14 A HIZSHELAS F >
H N —
A H O IR (4) R BIgEREIZE L LT,
SR (R 14 H i L
k1 RRBRIA B - Mk, meRERER, B i AR, VR R, &
k2. FRBRIAE : AMEL, TE, FREERER, 2 v~ 1\7774~(TLC)
k3. RRBRIEE : AMEL, AFEE, WL, AR, e n~ N T T ¢ —(TLC)
<§E 1.5mg >
Bk O FEE RIS PRAFFETE FRAFH R fs
PTP 6 % H e L v
AR 40°C,75%RH E]@T@Eﬂ
p— 40°C I R ”(éﬁ%) 90 H b7 L
e 60°C (T 2 0 (R) 30 A Bl L
40C
’ {EE :—'—»nu 7R
60%RH Efh % i (B 90 H Eib7e L
R 40°C
) AT P~ R AV
T — 820 RH 37 I 72 (BHHO 90 H v L
N =] I ;—
(#) 7001%) SR (RE) 90 H Eib7e L
Je*2 14 A BIZSMELS s
A% A = —r
. iR g (K8) 14 H AL T
B () 14 H 27 L
* LARBRIE B - MR, iealikBR, E &R AR, xR, 5 &

2 RIS« AV, BRI N, J08 7 5 175 7 1 — (TLC), fr it

* 3. FABRIAH ¢ ML, L, W, IR, B n~ b7 7 4 —(TLC), & &




<§E 2mg >

AR O FEEE PRAESRIF PRAFIERE PRATHE TS
25°C,60%RH*1 PTP+#%4H 34 Bl L ?
e R (11 ~ 29°C)
i ALt ’ A RS Zbi LY
95 ~ S0%RIL*? HOR)ZFUVUREG | 48201 Zfeis L
N~ 40°C MBI R (RR) 90 A 27 L
o 60°C 1 0 T ) 8 () 30 H ik L
40°C
s AT 57%’3 Zean IR 7
‘ 60%RH o RS (B ) 90 H 7 L
R 40°C
’ A A Zan 7R /»
T 890RH o B 75 a5 (B AR 90 H A7 L
2 g5 Al 7
(%) 7001%) TR (RE) 90 H b7z L
e PP " 14 A BIZAMBL B>
0 255 (KB 14
HE BT () = AR
SR (RH) 14 H el L
* 1L ARBRIE B - ANV, T, B2, TAHERER, iR, e 7 o~ b7 7 0 —(TLC), & &
%2 RBRIEE - MRk, AR, &
3. RRBRIAE - AMEL AHE, FEEREE, g 7 v~ 7T 7 0 —(TLC), & &
k4 RERIEE - AMEL, RS, WL, ARIERER, g s v~ N 7T 7 4 —(TLO), & it
<§E 3mg >
AR O FEEE PRAESRME PRAFIEHE PRATHE TS
PTP 6 %A Bl LV
TR 40°C,75%RH R %
s 1)
FY T F Lo 6 4 H 27 L
N 40°C MBI R 2 (RUE) 90 H 7L
e 60°C 6475 T 7 28 () 30 H ke L
—_— 40°C,60%RH | MBIz (B iR 90 H el L
T | 40C,82%RH | mEaEII A2 (B 90 H B L
R I OC
1. e B (= e IRV 7
(% 7001%) TSR (RE) 90 H b7z L
e+ (e 14 B BIZSMED F1 a7
FIARTE (R 14
HLS (B () S = AR
SR (RH) 14 H b7z L
k1. GRBRIE H ¢ MK, ik, B B R, W, & &

* 2. FBRIAH - SMBL, B, ARERRER, g 2 n~ h T 7 1 —(TLC), & &
* 3. RBRIAH - SMBL, B, WA T, AAEERRR, W 2 < b T 7 4 —(TLO), & &

=110

1

-]




< HBBE 1% >

R OFEE {RAFSM: PRI RE LRATIIE PSS
S 95C, 60%RH | 735 35— Mu+iw | 54 AL
. 10C LG 90 Hi Zibs L
S 60°C G A () 30 H it L
106, s (5 25 (L) 90 1 Bl L
N 60%RH
40°C, e
A [s]=] I 7
SRR . {2,355 B 75 28 (B 70 90 A 2L L
) 7R 7
(9 70010 W7 () 90 A 2L L
oo R 14 A HICAVRS B @D
A =
FE EBIE () H s i s Ui,
HESEF AR () 14 H 7L
*1LARBRIEE 4N, g v~ T 7 4 —(TLO), & &

* 2. BRI E - AMEL VR, g s v~ 7T 7 4 —(TLO),

5.
6.
7. BHM%

ARERVBEEROREN

BN

AR L

g€ TR~ RY R—)LEEDOTE R a |
@ 0.05mol/L iR -

bl & DEEE L (MELFHEIL)

XA bbb, BRI pH4.0
e kU o AR 900mL 2 vy, A & HaER

LD/ FVEIZE Y, 855 50 R TREBR 21T 9 & &, IwH=RITRD L BV

Th D,

#E(0.75mg) : 30

#E (1.5mg)
#E (2mg)
#E (3mg)

SEOEHEIL 5% ETH D
SEOEHERIL 5% ETH D
S OEHRIL 8% ETH D
5 M OEHRIT 70%LL ETH 5

ks, AFH ?.U:.:Eﬁ% HELTWD ZLEDMERENTND Y,

HRE 1% -

DS~ e~ Y R = VRO HABRIC & 5, 372 b b, BB

7K 900mL % Wy, T H & 1TaHRRERIED /X KOWIEIZ L0, 4847 50 [A]ii5

THRBZITH &%, 604
ok, AFNT FERERKIC

<BE>
W B O JARIE

(2mg FED S FERA D 72T

FEOBEHEIT T0%LL ETH 5,
HAELTWD ZEDNHERINTND Y,

D, $E (2mg) IOV T Y i%ikBr oo EhiZe L,)




#€(0.75mg)

TRED 4 FHEICHOWTEHRBR A F40E L7258, Wb HEREICEE L, U
v b BE(0.75mg) & AEERIF OB N HFENIIRE Th 2 & HIE Sz, (B3IE
LD EY LN RIEMERBR AT A T4 12k D)

I YERLA (Lot.  3325)
R iE R Rk

OpH1.2 (900mL) /50rpm

A (b L ., @pH4.0 (900mL) /50rpm

AR (BRI ) /el 5 ©pH6.8 (900mL) /50rpm

@7k (900mL) /50rpm

OO : AERANE, 15 LIS 85%LL FIEHT %,
@@ : 30 47IZI\N T, FRER R 0D - P H =8 AT v A
) H DT =2+ 8% DHIPHIZ 8> 5, 72D, 360 431
FBUNT, RERRA 0O SR 1 SR AR E R 0 S
AR+ 15%OFPHICH 5,

Oiklrig - pH1.2  [Alf54L : 50rpm

120
100 el el Q """"" 'Q
E 80
P
H
= 60
li/ﬂ —@— JUKRUERE (0.75mg)
40
- O - RERF (5] 0.75mg)
20
0® T T T T T 1
0 15 30 45 60 90 120
BB (5
@K - pH4.0  [Al#53L : 50rpm
120
100

=
o
|

=3
o
|

() MEED S+

—@— 'J g (0.75mg)
--O - ZERF (] 0.75mg)

'S
o
|

20

0P T T T T T 1
0

15 30 45 60 90 120
B (5)



@#BiE - pH6.8  [AlHREL : 50rpm

120

100

©
o
|

=2
o
|

(&) BWEMFH

—@— U EE (0.75mg)
- O - EEHK (EEFI 0.75mg)

N
o
|

20—

0 T T T T T 1
0 60 120 180 240 300 360
AR (59)
@RI - K [FH5E : 50rpm
120
100}
E 80|
o
H
%= 60
%
40
.O" —@— kg (0.75mg)
207 SO - EERH (G, 0.75me)
0 T T T T T 1
0 60 120 180 240 300 360
AR (59)
2 (1.5mg)

TRLD 4 ROV T HRER A F2hi L72RER, Wb e EEIEa L, U
> b BE(1.5mg) &ARERFI O HIZETNIF S TH 5 & HE S, (RFERE
i D EW LR RIFEMERRBR T A T A4 12K D)

ik U b 8E(1.5mg) (Lot. RO17)
FEAERIA] (Lot. 32202)
RBRE ARNIZES
OpH1.2 (900mL) /50rpm
i (Ui ) /ety | @PHA0 (900mL) /50rpm

@pH6.8 (900mL) /50rpm

@7k (900mL) /50rpm

OO : ABRRANL, 15 LAWY 85%LL FIEHT %,

® 115 KN 240 ST BT, SERRIF 00 JL PR H R
TR UERIF) O PR 2R = 15% DFPHIC H 5,

Rilleesiis @ 1 45 3TN, ARBR LA 0 AV H R oA v A

DR R 8% DFFHIZ I 5, 1>, 360 43I

BT, FRERELA O VRV R IR HERLA 0 -y

AR+ 15% DI H 5.,




OiBE - pH1.2  [FlH5%L : 50rpm

(&) BWEWFH

120

100

©
o
|

=
o
|

—@— JUhUEE (1.5mg)
- O - RERF (5EH] 1.5mg)

S
o
|

20—

I I I I I 1
0 15 30 45 60 75 90

AR (97)

@ikBRiE - pH4.0  [F#5%% : 50rpm

(&) WEBHEH

120

100 . @e----- @occcococooo--- i~

©
o
|

=)
o
|

—0— JUhUEE(1.5mg)
-0 - RERH (EEH, 1.5me)

N
o
|

20

0 1 1 1 1 1 1
0 15 30 45 60 75 90
AR (9)
@B - pH6.8  [Fl#EEL : 50rpm
120
100 —

(&) WEERF S

=
=}
|

=)
o
|

—— UUhUEE (1.5mg)
- O - RERAGEA 1.5mg)

S
o
|

20 -

I I I I I 1
0 60 120 180 240 300 360

AR (53)



@RI K [EIEREL : 50rpm

(&) BWENFH

HE (Bm

120

100

©
o
|

=
o
|

S
o
|

20—

—@— JUhUEE (1.5mg)
- O - EERFI(FEH, 1.5me)

0 60 120 180 240 300 360

AR (97)

TRLD 4 ROV T B 2 320 L 72 R85 8, W b HELEICES L, Y
> BE(3mg) &ERERIFI O HZENIRE TH 5 LHIE Sz, (RIEESR
DEYFRRIFEMTR T A R T4 12X 5)

[ERE

U k8 (3mg) (Lot. R054)
FERERIA] (Lot. 3421)

alBRiE

2R R LE

ABRIE GRERE R /IRlf%K

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

@ :
@ :
® :

@ -

15 43} U8 45 4312 3 T, sl BR A 0 SER IR H SR 1%
FEUERLA O SR £ 15% DFEFHIZH 5,

10 53 KO8 30 B W C, sRBRELAI 0 )i RIS
FEAERIFN O SFEEEHFRE E15% OFPHICH D,

45 S3IT BT, FRER LA O ST H R (A HE LA
TR SR+ 8% DFIHIZ B 5., 13D, 360 43T
T, sRBRIUF 0 147 SR A E B o0 2R R
T15%DFPHICH D,

60 72BN T, FRER LA D PR H R IR HERL A 0
PR SR = 8% DHAPHIZ & D, v, 360 72\
C, PRBRIUAI 0 XAV SR A LA 0 SRV R
E15%DHFIPHIZH 5,




OB - pH1.2  [Fl#REL : 50rpm

120

100 —

©
=)
|

=
o
|

(&) WEEBSFH

—@— UbLUEE Bmg)
- O - EERE (5] 3me)

S
o
|

20

0 T T T T T 1
0 15 30 45 60 90 120
SR (5
@RABRIE - pH4.0  [A#5%L : 50rpm
120
004 = e 8 o S ——— .
E 80—
A
H
%= 60|
% —&—  ULRUEE Bme)
40
-0 - RERFI(5EH, 3me)
20+
0 T T T T T 1
0 30 60 90 120 180 240
B HEER (5)
@B - pH6.8  [Fl#EEL : 50rpm
120
100
&5 w0 .
;,ﬁ --
= 60 _O-"77
%
404
—@— UV EE (B3mg)
yo. O - BERF R, Img)
0 T T T T T 1
0 60 120 180 240 300 360
BB (5)



@RI K [EIEREL : 50rpm

120

100

©
o
|

=
o
|

(&) BWENFH

40

—0— UL (3mg)
--O - EZEERE(5EH] 3me)

20—

I I I I I 1
0 60 120 180 240 300 360

AR (97)

8. MR
RN

9. WA DEMMS DHERHAERE
B€ : BRI Am Y F—/L 88 | ORERERERIZ &K D,
SO AR I AE 14
ML 1% « SRS AT BN E 15

10. HEIFDEDHD DEE:
B BRI ~axXY F—VEE OFERIEIZL D,
Wik~ 727 49—
WIEHERIR : 7 = =D A % ) — LIk (1—200)
FrttdR - SRR EE R (ME R R © 220nm)
KL 1% : Wik 7 v~ 7T 7 4 —

11. J1f
R L

12 BAY D ATREME D & 5 3R Y
7 = — R A—4—"7T 10 RS TLC I & 0 2 3 el S vz sy, il
DI Gy EA R DI 2 D I71ETOHBEFE IR TH - 7o,

13 8RR LERNDEGERICET S1F K
Y L



14. T Dtk

L LR



V. amkICBY HIEB

1. SEERIIHR
WEIHIE, < 29N

2. RiERUHAE
ARy R— b UCEERBA LR 0.75 ~ 2.25mg 2SI Lo, hx I &
T2,
MEFFE L LC1H3~6mg #fkNEET 5%,
PRES, AR, IR X E R S
| <Mk RECHET HHEALOTE> g
| RAI AR DA EICIT O 2 &, CRAIORM /A BT & 0 B GERE |

i (Syndrome malin) M2 Z 5 Z 013 dH 5, )

<fER >
Y R U O A RS K Y B RE (Syndrome malin) %3 L
77 LT AREFINRE XN TN T ebd

3. ERPRALIR

(N ERERT— 5 /X v /7r—2 (2009 & 4 ALBRERGE) :
RN

(2) BERRA R
AR L

(3) ERPREIBEAER - BEMHER -
MR L

(4) RRWHER - FIEBRICRRAR
KR L

(5) HELRIFER
1) Ffe B LITAERGHE

DR L

2) HBEEER

fL O PUREARIE O " H 5 MR R (Fe6 JSFIE) (23T, ARHI D3 %
HELTHWLRTWS 8~
g) /NEFIEER IS i LR L ERPR 1984 518 (7) @ 3349-3371
h) R R i E2R L 521984 ;12 (1) : 269-286
DRSS APE S 1983 ;12 (4) : 519-538
P RIFHELRL  fth : SHrHE & BRAR 1987 5 36 (4) : 590-606



k) Ot & Ml BEEREEAMN 1985 ; 13 (1) : 105-136
D Ligseit fth : EFOH DI 1990 ; 152 (8) : 529-543

3) e MHiKER
M ER L
4) BE - fRAERIHER
FLER L
(6) JRERER -
1) EARBEAE - B EFEARBAEZ EFAREE) - 2LERTHREERAR

(AR ERRRER)
AR L

2) RBEHE LTEEFEDOABRITEE L -HEBROBE -
A% L0



VI. E3hEFEB(CRd 5IBH

1. REFMICEESH D ILEYMRITLEYE

2. EBER

(1) YERERGL - 1R RKER -

VEFIERAL = s AR

TFaTx ) R EW, T = ) FT VR EW

VEFRERE « AR RICEBIT D KR R8N, 2 v 7 KU U R
PERRRRAE IR D IMEERIC L 2 ¢ E X BTV 5,

(2) B &R 1T B HBRAE

R L

<BEB>#EYTOT—XF
XY R—=LOHT RNENLT 4 AEH, B CHITEATE) R OG:{H:1a15kE
KISOIHEVERIE, 7 erra~ K01 THY 9, £72 in vitro
T RN UZFEA~OBFME S E <, R8I ARG TEMEH &R

VY 10)O
(ED;,mg/kg p.o.)
A B om H g | oY R— |(ZorTawdr
L7 ARENLT 4 AEH
)& ~ A 0.09 4.8
Tk 74 7 ) 7 vk 0.42 15
g S 0.05 3
B A TE) O HNH
OMAER TSI | 7 v b 0.72 7.3
BBV —HIEIEH 7wk 0.95 >100
SR A (B30 B s D #
Pole-climbing Z vk 0.4 13
Sidman v 0.5 11
W S SR E
ANF VL ELZ =)L | F T A 6.7 5




/S S AR

®_ OB o\ OH B | ey R—|sulrrnwy
SH-~ua Y R— LfEAHEL Z v K 8.9X10° 6.3X10°8
Ki (mol/L)
SH-ADTN #5 &L Z v bk 1.1X10° 4.5%10°
Ki (mol/L)
R ARG R e Z v K 0.25 5
p.o.MED (mg/kg)

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

(3) E AR IRFERT - HRiGhEM -
mMERR L



VI EMEBEICET SEE

1. A REDHT -

AEE

(N aREAEMCMAPIRE
2.5 ~ 15ng/mL ™

(2) MR ERHERR
MR L
<BESEHYTOT—H W
Uy hBESUTY > R R 1% % 4 X (n=10) (ZH[EIRE 85 L=
A O ML 4 FERZ ISR EEICE L, g, o oilEkizd 5
LN THoT,

() EEERAEBR TR SN =M FRE -
HMER L L
<HE>
5 il DL MR B S E B 12 ﬂbzwm\Ukﬂv%g%%mﬁﬁbt
iE B COE, MR R BT 3 RER R I e IS L, A | i R B
7&Hﬂ9®gmLT@okﬁikJﬁ¢%§¥ﬁ%ﬂ2?Uﬂ2hT%o
7=,

toax () Chax (ng/mL) ty, (h) AUC, ... (ng-h/mL)

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

AR DOEGE SN TWDHE - L, OS5 THRA 1L H 0.75 ~ 2.25mg /b 1L
U, a1 ET 5, MR REIZ 1 H 3~ 6mg ThH D,

| <Pk - AECEEYT 2EAL0EE> |
i AENZEET HHEITHEEICIT O 2 &, (RAIOSIM 72 &I L0 vk i
| EMEHE (Syndrome malin) 282 Z 5 Z &3 H 5, ] E

(4) hEHE -
MMEER L

(5) BE - ftAEDFE
(VI 22 2 (BE ] _EOTEES) (ZBE 2 HE-T. HE/EH I DA S MO 2
ko

6) BEAGRE 2 L—2 3 ) @BITICK YHIBA L - EMENBEESHER :
REER L



2. EYEERIT A4

X

M AaAVIN—FrAVFETIL:
mMER L

(2) MULEREFEH -

MY EER L
<BESHEANDT —H 2

Ka=0.033hr

B NAFTFRLFEY T -
MR L

<BESHENOT—4 0
60+11%

(4) HERRETEH
B L
BG)YIVTIVR:
11.8+2.9mL/kg/min ®
(6) P TBHE -
15 ~ 20mL/kg @

(7) MBFEEHEE .
90% ©

3. iR
EILE LD En s (FEE LTNME) @
B BEHEEOWIN R 80%

4. nf

(1) % — Ak BEFY@d s -
HUERR L
<BESETOT—H P
maY R L O T A A G (HPP) 23R8 L,
7 v N OERBEBRCEEENE: L & 2 5, HPPHIIMEIKEE M HE%E
AL A [PZn]Zn-EDTA £ 0 &AM O A FE 5l 2 /8 LT
(9.0£2.1 %f 0.6+0.3%) ,



5. X3

(2) Mk —RRBEBAFTE B -
ey R—=LOBITHITEAZNRKE <, BOWBITERE R TS b H
SIVD N, BERBE STV BIEFI D% < 1%, RHARIL N & 5 R &
WIS (D7 < &b bng/mL LLE), ZOBATHEIL 10 ~ 50% Th o7 7,

(3) T~ DB -
RERLIF ~OBAT RS ST 12 0,

(4) EERANDEITHE
U ER e L
<BZE>HEANDT —H
BER T O~ R — ) LR T M TR DK 10% & T A,
R E MIETIREDEN 0.17T E VI IWMERH D Y,

r:g‘g

(5) T DIDBEADBFTHE -
R L

(1) RBHERML R MBS

AFNEEE LTI CRE &, BE D OWIIUZE L CETORGEH %
S HMEND DM E LT, EFHME L 0@ RIS d, 8
AFTRATEY T 4135 60% TRROFKE 2 ~ 6 Rl i m P E
(2T D, MAE TITAK 90% 3 FRE G L, 1HA IR 18 ~ 24 IKf
[ C, BoBMIC 7z o TR H IR S 415 RE(LIER O R P E=RIE 1%
T, B LT VX b B Z T 2%, RIS 4- T vFaxy A rrar
AU A-T7 VA e T 2=V T Y — Vgt FO TR S
5,7 v FTIE, 5% 96 il £ TICR G EDOZNEN 40%I1CFH% 5
HCIHEPE B e ORISR S v D 49 & 7=, Bl TR ST bR 23
FHERMHRE EOWMERH D v,

(2) RBIZBE 59 58 3% (CYP450 &) D F7&
NaY R LD EEAGHIEESE & LT CYP2D6 (Bl oY F—/L
D 2-/KEEL W KON RY R—)L~DWifig{t »v), CYP3A4 (/a2
R— /L OBRALHIL T L XAk v D) BT B 5,

(3) MEEBENRDERERVZDEE :
EER e L

Q) REYDOFEDODEER VLR
MG L
<BESEMTOT—X



Z v MaoeXRY R—Lz2&E L, @ o na XY R— LD TOH K
NI UERIL, ~a LY R—JL® 100 ~ 400 43D 1 (in vivo) & T 5
Gy b OSKEEHGR EAN 25 ~ 50% (in vivo) & DHIENH D ),

(5) BB DEERA/AF A —45
HE R L

6. Bt

(1) B BRI R UHERR
& LTI SR, SO S, —HEERICHRESh D 2,

(2) HEitt == -
REACERDFRP R 1% 9

(3) Bt
DR L

7. BNEIC L BRER
WIS BFREEL
MEGENT BHEIEEL b
OB MLRIEN © 344k L



VI 2t (ERLOEESF) ICEHY SIER

liulﬁ

ENBETDER
M L7 (BLERPE CIIED HALTUVLRLY)

N
L

BAREEDEH(RAEZSZED)

BI(ROBHITIFHBELENI L)

(1) FHERRED B (FIERENE LT BTN H 5.)

(2) 7L B — U FE R RS O R AR RN A O SR\ R NI d D R (R
FXARRAMFIER S R S 5, TR AVER | OIES )

(3) FIE D OALBE LI 2 EFEERCMER F 238 ST s, )

(4) 78—=F YV RO BF BERINEIER DB T 2823 H 5, )

(5) AFIDE A T T F 1 7 = ) » ZAbAW I3 UISBUE O B

6) 7 KLU v afhhoRFE (TFAEEMROESR)

(7) b ST AT NR LTV B RIREME D & Bt N (ThTda, pEST, #5% FLim 2~ D&
51 OHES)

<fin >

(1) 7F a7 =/ CREERNITREAERMEIEN 2 A L, SEREL R 2,

(2) AFNE AR INEIER 24 L, 20 B — VERFHER O PRI XL v H
PR BNHIEH 23 B8R S 5,

(3) 7 R LT U AEB a5 AR AEE T F S0 ARAH M L3R VE A B OV AR A
HHEHWER O—H & U COMERISHERE DK T 72 EANER & 72 0 etk 2 b
SELBENNRD D,

(4) AFNOEHAZ X 0 BEERABIERD S B b Z R H 0 Ek 2B S
LEBEENDLD D,

(5) —MRICHANT K HWBUEZE = L7-BE ICHER ST 5 & EELBEUEE
- AREMER B D

(6) 7 R+ U 37 Ut U Ak Ee, B-2BEORERICTHY, RElDa-
SARRERERIC LY, BZRERBIERNEME 720, MER FER
DRI D,

(7) [T, PEG, #2 L ~ 0 b OTHS R

3. MEEXIMREICEEST SFERLDETE L ZTDEH
M L7 (BB S CIIED BTV RLY)

4. AERUVA=ICEAET SERALDEE L ZDERH
[V IREICET 2B 1 22RT5H 2 &



5. REREAREZDER

(D) HEEDOH 5 BF TREDS LT 528200355, )
(2) 0+ MBS, ARME, X2 6 DN 5 B (—Etko mER T
BhHoLbNWbDZ Enbs,)
B)QTIIEEZ K Z LT WA (QTIEEN BT H2B8EN 01 H 5, )
1) QTR A Z 4 2 &N LTV 5 3A &2 B b o g
DAY 7 AMIED S D EE %
(4) TAMDAZFEORBERE, XIS OBEEREO & 5 B3 DR E %
KFs®5ZEn3b5,)
(5) FURIRHERE TR BB & 2 BB (BERSMEIEIR 23 EE 2 0 o9\, )
(6) mitind (IEnE ~O 5] DHEZH)
(1) NR(UNRE~OEE ) DIHZH)
(8) JEWBRUE D B
(9) Wizk - RFEARIRREE 211 O HRRIEEIRD &b 5 [BE, A E R O
& 5 B CEMJEW@RE (Syndrome malin) 23 Z D <0970, )
(10) ERREREE N2 2 B3 RIS P 2 069~ 5 720, MR 3 2
LHEENLRH D, ]
<fERL >

(D) AANIHE RIS N D DT, FFEEFEDH LB TR T 5 &, Rz
FES M PREN ERT8EARH 5,

(2) 7 R v F U AMAEB a2 2R W E SO A i & JRaR A 2 O A fif
PHIEHO—H L L COmMERISHRREDIK T2 ENER & 720, —iafko
MEETRHbNEZ ENRH D,

(8) AFNDORIEH & L T.O=ME), LEM, QTEENHLDLNDZ &b
HDT, QTIERLEZ LT WEEICIIEERICRET 52 L,

(4) AR OREIZ LY, & F 7 AEOIHR RS OBRRIR T2 2
FAERIEZ T I L&D D,

(5) HUR IS RE TTHEEIRABIC & 2 BT AR e 59 5 &, ARSI 23 2
DL < D,

(6) Al ~DF L) DIES M

(7) VNRE~DF 5 ) DIES I

(8) —MRICHEANC L 2 EBUEZ L = Lo B ICHER 59 5 & HE R BBEUE
T AR B D,

(9) AF &5 D BETIE, PK « RERRIRRESE A1 O S IR IR 21
L7720 EMEEWGERE (Syndrome malin) 23 Z 0 09 < 72 5,

F 7, ARG LD EMIEGERERIED Y A7 7 7 7 2 —& LT, Kicas
BEEOHDHEENDHIT LTINS ad~ah

(10) AAE G- OBED, SRR T2 H 2546, RIRFHET X 2 #3272
W, FAKLEREZTRBENLRD D,




6. EELGEAMIB L TOEARVLESZE

7. tBE1ER

(D) IRK, FEES - ) - KAHEFRENEOKR TR ENRHDHDT,
ARG OBFIIIEBEDEGERRZF S BBOBREICHEESE
BRNWEOSTEETLZ L,

(2) AANTHIEAEH 2% 723, O HHFN IS < hig, BPAZE, I s
L DIEMEREFBEEIE T2 ERHLOT, EETDH L,

(3) PUREHIFREEIZ I T, MiZERRIE, FRIARIES O AR ZEMRIE N A ST
WD OTT, RERRTE, BHIEUR, I, BACKREZEOMRKE 1463 5 83
WCEETAEAICIIEETD &,

<SR >

(1) AFNOHHARIMFERIC L 0, IRK AR EOIERR S Lo b Z ERH D
DT, AFNEG- O BAETIT H B OEIRS, fER A0 O R OB EICHEE
SHRNT L,

(2) AFNIHIMAEH 2 H T 2720, O FEFN IS < g, BBPHZE, IMIET;, IR 5
i, FAIE ST K 2 B REIR O 2 30 U, SR OEIT 2 REatE 42 2 &
N5,

(3) PUkEHR S IR OB FH, PUB R IR O£ 51T X 2 I ZERIE, FFlRkifieE
LEOMBIERIENRE SN TV ENnD, ZhbD Y A7 KRF2AT 5
BEICRGT2HAEENLETH D, (18- (2) ERALEIEM & WIHIE
RIDHESMR)

AFNE, F & L TEYREHIEESE CYP2D6 kU CYP3A4 TREF SN D,

<SR >
[VIL S EhREIC B+ 5 H 2 ]

(1) GtREZS L EDER !
REBF FRARIER - BHEAE W - BIREF
TRLFIY T RVF U COEME | 7T RV 3T R
(RAIY) WiR S, HERME | 7V AFEEa, %

BeTFaEdZsnd
Do

FRORBAITH Y,
RPN - RN
Fic LD, g-Zatkl
AR AMERE & 72 0
I T YR A 3
nz,




<t >

T RLF U ART R LT U oAEE i, -2 RO RIEAI TH Y, AFKIO
= ARIEWT R GRS A DGR E D) (2 L 0, B2 BRI E R (/e
PERRVEF O Z) DNBEZE & 720, )T FER 2N R S 5 as b

(2) BrREE L EDHEAB !

RF2F BRERIER - HEHE #r - RREF
F R 4o AR 0 ) AR R D38 38T | A B OY 2 AL B D FEHA

(LY — LR RS

HZEWHDHOT, WET
LR EEETH L,

D HARAFREHIE S
X%,

F7IILa—)L

FEICER 21T 5 2 &
BB,

T b T — UL AR
MHEREZHT 5,

YFoL

DFEXIZEAL, BIE O #ERS
BERAEAR, PRt D ¥ A % %
DT, ZERE M D T E A
(Syndrome malin), 3£ 7]
WEOMEEZEZ T Lo
WENDDHOT, BErE+
AFTATVY, 2D K9 REER
N bbb BaIITRE
AHIET AL,

IR TH 523,
PEAC L P F Rz
TEROHIRFENE 2 5
nNTn5,

oy U ERERY S EH

(L= U AAEEEGL S — %
VR, 7= FT VR

o, BRI OAI%E)

IR S DT ) U RD
BIVEAR R H b b Z
EWRH D, F iz, FEER D
HLLIZEOHERD 5,

PRAIZ L VT2 ) 1E
Hnii & obivd,

MERI U ERERT HEH
(NI RREHI[A b7 m
TIIR, ANEY R, FTT

U R R~ R

W7 ISR RE SL Y, BEIRSM I
FER N IEBLT D Z L3 d
60

PEAC LV L F Rz
ERD R bbb
60

2 RKREQY

HERSMEIER 2 RS 2 %
TN DB,

Ko RAE | ALE5N
PLRX2 (D) 1EH
AT D,

RS UEFE (LR AL 2D OFRAND KRS UAE | RS UAEBhERRRR I
A, 7axwr ) IF L) B L U COEAMNEETT | B3\, fER BT
LI ENHD, HZEILXD,
EYRBIEER (E (2 CYP3AG) | ARAIOIEHIBEE T2 2 & | RS EH
58T HEH N H 119 28D, AE D i
(INR=EE, V778 EMETT 2,
)
CYP3A4 #PEET 5 EH| ARANOVER DRI L, BIVE | R EER
(A FTa)fy— %) ANRNRRATH2BZ00NH [ I2X0, AXF Ol
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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 effeet 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
with other drugs which have suspected teratogenic potential during
the first trimester of pregnancy. Causal relationships were not
established in these case. 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.
A=A RNZUTOHH: 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) /NRA~DOFE G D 1F
AR HHEH EOEENEE~OE G OHEOFEHIZLL FO L Y T
bV, KEORMSCER LOEO SPC LIidi#i 5,
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RAMNBIER, FRIC OV AT RO T R DRT N EDORERH D, ]
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INDICATIONS AND USAGE (#=#%)

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 (#k#%)

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.

#[E o SPC
(2009 4F 10 H)*

THERAPEUTIC INDICATIONS
Children

* Childhood behavioural disorders, especially when associated

with hyperactivity and aggression.

* Gilles de la Tourette syndrome

* Chilhood schizophrenia
POSOLOGY AND METHOD OF ADMINISTRATION (#&#%)
Children
Childhood Behavioural Disorders and Schizophrenia: Total daily
maintenance dose of 0.025-0.05 mg/kg/day. Half the total dose
should be given in the morning and other half in the evening, up
to a maximum of 10 mg daily.
Gillers de la Tourette syndrome: Oral maintenance doses up to
10mg/day in most patients.

%1 : DailyMed (Haloperidol Tablets,USP (Sandoz Inc), 2010 4 12 H ki)
*2: eMC (Haldol (Jansen—Cilaq Ltd), 2010 42 Hi&&ET)
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