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P ETHRZEENTND, (2016 4 2 A BLE)

AFZIBIS DNREXITZR, TEROHEIZUTO LB TH Y | SETOAGIRI L1382 D,

(%heE - 2R

Ot & KFRIE

O/MNRDOBERFMEE. HEEFICHF S FELOEK
B}, 158, B SABIMREICA LD REATE)
WEAR, R, Pk, SFE%FICA LN DIRAYER
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<AZ%- BEICEETLFERALEDFE>

INEO BEAMEREESE NS S
TANAEORBHIRB Y I Z N O OBEFRO H 5 BE~KGT 5615, PUEBEH], KL EH
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KEIZH I+ B FFTKER

4 B
2 £ Teva Pharmaceuticals USA
R 5 4 ORAP® (Pimozide) Tablets

A - Bk | Tablet : 1 mg, 2mg

TRERAEH A 1984 4£ 7 H 31 H

ZhEE - Zh5: ORAP (pimozide) is indicated for the suppression of motor and phonic tics in patients with Tourette’s
Disorder who have failed to respond satisfactorily to standard treatment. ORAP is not intended as a
treatment of first choice nor is it intended for the treatment of tics that are merely annoying or cosmetically
troublesome. ORAP should be reserved for use in Tourette’s Disorder patients whose development and/or
daily life function is severely compromised by the presence of motor and phonic tics.

Evidence supporting approval of pimozide for use in Tourette’s Disorder was obtained in two controlled
clinical investigations which enrolled patients between the ages of 8 and 53 years. Most subjects in the two

trials were 12 or older.
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General

The suppression of tics by ORAP requires a slow and gradual introduction of the drug. The patient’s dose
should be carefully adjusted to a point where the suppression of tics and the relief afforded is balanced
against the untoward side effects of the drug.

An ECG should be done at baseline and periodically thereafter, especially during the period of dose
adjustment. Periodic attempts should be made to reduce the dosage of ORAP to see whether or not tics
persist at the level and extent first identified. In attempts to reduce the dosage of ORAP, consideration
should be given to the possibility that increases of tic intensity and frequency may represent a transient,
withdrawal-related phenomenon rather than a return of disease symptoms. Specifically, one to two weeks
should be allowed to elapse before one concludes that an increase in tic manifestations is a function of the
underlying disease syndrome rather than a response to drug withdrawal. A gradual withdrawal is
recommended in any case.

Children

Reliable dose response data for the effects of ORAP (pimozide) on tic manifestation in Tourette’s Disorder
patients below the age of twelve are not available.

Treatment should be initiated at a dose of 0.05 mg/kg preferably taken once at bedtime. The dose may be
increased every third day to a maximum of 0.2 mg/kg not to exceed 10 mg/day.

At doses above 0.05 mg/kg/day, CYP 2D6 genotyping should be performed. In poor CYP 2D6
metabolizers, ORAP doses should not exceed 0.05 mg/kg/day, and doses should not be increased earlier
than 14 days.

Adults

In general, treatment with ORAP should be initiated with a dose of 1 to 2 mg a day in divided doses. The
dose may be increased thereafter every other day. Most patients are maintained at less than 0.2 mg/kg/day,
or 10 mg/day, whichever is less. Doses greater than 0.2 mg/kg/day or 10 mg/day are not recommended.

At doses above 4 mg/day, CYP 2D6 genotyping should be performed. In poor CYP 2D6 metabolizers,
ORAP doses should not exceed 4 mg/day, and doses should not be increased earlier than 14 days.

http://www.accessdata.fda.gov/drugsatfda_docs/label/2011/017473s0461bl.pdf
(202043 H 24 AT 7 & X)
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4 HEE

=t 4 Eumedica S.A.

R 58 4 Orap® 4 mg tablets
FE - Btk Tablet : 4 mg
HGRAEH B 200244 A 7H

ZIHE - R

4.1 Therapeutic indications

Orap is an antipsychotic of the diphenylbutyl-piperidine series and is indicated in:

- Chronic schizophrenia, for the treatment of symptoms and prevention of relapse.

- Other psychoses, especially paranoid and monosymptomatic hypochondriacal psychoses (eg delusional
parasitosis).

Orap is indicated in adults and children over 12 years old.

ik - &

4.2 Posology and method of administration

Posology

Orap is intended for once daily oral administration in adults and children over 12 years of age.

Since individual response to antipsychotic drugs is variable, dosage should be individually determined and
is best initiated and titrated under close clinical supervision. In determining the initial dose, consideration
should be given to the patient's age, severity of symptoms and previous response to other neuroleptic drugs.
Dose increases should be made at weekly intervals or longer, and by increments of 2-4 mg in the daily
dose.

The patient should be reviewed regularly to ensure the minimum effective dose is being used.

Chronic schizophrenia:

The dose ranges between 2 and 20 mg daily, with 2 mg as a starting dose. This may be increased according
to response and tolerance to achieve an optimum response.
Other psychoses, paranoid states and monosymptomatic hypochondriacal psychoses (MHP):

An initial dose of 4 mg daily which may then be gradually increased, if necessary, according to response, to
a maximum of 16 mg daily.

Use in elderly:

Elderly patients require half the normal starting dose of pimozide.

Paediatric population (less than 12 years old)

No data are available
Method of Administration
Oral use.

https://www.medicines.org.uk/emc/product/6911
(202043 H 24 AT 7 & X)
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(1) FEWHIT5EMNEHR FDA, A—X S U T HEE)
AR DM EOEE TEE, e, FILRE~0®KE ] OEIILLTOLEBY THY, Kk FDA, 4 —
ARNZUTHEETRLD,

(ERLDIE] MEiR EiF RILBF~AOKRE)

PR SR LT 2 ATRENED & %t N S UM FLH Ol NITITTRIR L oA IEMENERIE 2 ERl D &l S
LA ORG-S L, UERT R ORI P OR G 2 LT L TWh7Rn, REHIZ 5
RO G STV 56 . FrERICHALRES ., BUR, MRS, R, HiRoRIET. SRRSO
HEBUEAR CHEARSMSIEIR S 8> & DT & DHERH D, ]

5348
FDA : Pregnancy Category C(2011 %= 8 H)
F—=A 7 VT D5

(An Australian categorisation of risk of drug use in pregnancy)

CQO019 4 11 A)

5% SO
FDA : Pregnancy Category
C : Animal reproduction studies have shown an adverse effect on the fetus and there are no adequate and
well-controlled studies in humans, but potential benefits may warrant use of the drug in pregnant women
despite potential risks.
http://www.accessdata.fda.gov/drugsatfda_docs/label/2011/017473s0461bl.pdf
(20204E3 A 24 A7 7 & R)

A —A ~Z U7 D%3FE : (An Australian categorisation of risk of drug use in pregnancy)

C : Drugs which, owing to their pharmacological 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.
https://www.tga.gov.au/node/4012
(2020 4E 3 H 24 HT 7 & %)

(2) NERZFICBHT SE0E
AFNCBITHHE - HEOHEERZFOMOEEDOHEOTHIILLTOLEBY TH Y | KEOTRT SCE KL N
E @ SPC LT EA 5,

(A& - AE)
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EEYRELTCHEE/NZICIE, 1A 11 A& 1~3mg 2805925, FEin, ERIC XV @ EEE
L0, 1 AE6omg FTHET LN TE, HBICLY 1 A2EICRERETHZ LB TED,
B, AREBEEIZ IO LZE LTREN G ONIGE, WY 2R REM Z253% 0T, Z D% OEIERk D "]
HBERDDH L,

<Bi% - AECEETS52FHELDFE>

INEDOEEMEEEDSE]
T A A EO RS BT 2 5 OBEERED 5 5 BE ~Ir 54 5 B A1, FUREH, Bhee
AR PERT 5 & & bICBERE FDIIT) &, DEERIEEZEZTHZNRS 5, ]

ZOM0EE

GVNEDERMEESEDBE : ARIOREC X 02 LI RIEAS D DAL A, % 2 AR &
. % OO BRI A A0 5%, R0/ N IR O B RIRIRIC &t CUHMIR 2 2%
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https://www.tga.gov.au/node/4012
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Reliable dose response data for the effects of ORAP (pimozide) on tic manifestation in
Tourette’s Disorder patients below the age of twelve are not available.

Treatment should be initiated at a dose of 0.05 mg/kg preferably taken once at bedtime. The
dose may be increased every third day to a maximum of 0.2 mg/kg not to exceed 10 mg/day.

At doses above 0.05 mg/kg/day, CYP 2D6 genotyping should be performed. In poor CYP 2D6
metabolizers, ORAP doses should not exceed 0.05 mg/kg/day, and doses should not be
increased earlier than 14 days.

http://www.accessdata.fda.gov/drugsatfda_docs/nda/2011/0174730rig1s046.pdf
(202043 H 24 HT 7 & R)
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4.2 Posology and method of administration

Posology

Orap is intended for once daily oral administration in adults and children over 12 years of age.
Since individual response to antipsychotic drugs is variable, dosage should be individually
determined and is best initiated and titrated under close clinical supervision. In determining the
initial dose, consideration should be given to the patient's age, severity of symptoms and
previous response to other neuroleptic drugs. Dose increases should be made at weekly intervals
or longer, and by increments of 2-4 mg in the daily dose.

The patient should be reviewed regularly to ensure the minimum effective dose is being used.

Chronic schizophrenia:

The dose ranges between 2 and 20 mg daily, with 2 mg as a starting dose. This may be increased
according to response and tolerance to achieve an optimum response.

Other psychoses, paranoid states and monosymptomatic hypochondriacal psychoses (MHP).

An initial dose of 4 mg daily which may then be gradually increased, if necessary, according to
response, to a maximum of 16 mg daily.

Use in elderly:

Elderly patients require half the normal starting dose of pimozide.

Paediatric population (less than 12 years old)

No data are available
Method of Administration
Oral use.

https://www.medicines.org.uk/emc/product/6911
(20204E3 H 24 BT 7 & R)
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