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Haloperidol Tablets, USP

WARNING
Increased Mortality in Elderly Patients with Dementia-Related Psychosis
Elderly patients with dementia-related psychosis treated with antipsychotic drugs
are at an increased risk of death. Analyses of seventeen placebo-controlled trials
(modal duration of 10 weeks), largely in patients taking atypical antipsychotic
drugs, revealed a risk of death i drug-treated patients of between 1.6 to 1.7 times
the risk of death in placebo-treated patients. Over the course of a typical
controlied trial, the rate of death in drug-treated patients was about 4.5
compared to a rate of about 2.6% in the placebo group. Although the causes of

leath were varied, most of the deaths appeared to be either cardiovascular (e.g.,
heart failure, sudden death) or infectious (e.g., pneumonia) in nature. Observational
studes suggest hat, simar o atypical antpsychotic rugs | treatment weh

e extent to which the

Fneings o hcreased moria)  ovearvatonal studis oy b At 1o he
antipsychotic drug as opposed to some characteristic(s) of the patients is not
clear. Haloperidol s not approved for the treatment of patients with dementia-
relted psychosis (see WARNINGS).

DESCRIPTION
Habpendu\ i thefrst ofthe butyrophenone serks of major tranquilzers. The chermical
des It has

the lowig structirs forma
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e UsP itended for contains haloperidol, USP 5
r 20 mg. In addition each tablet contains the following inactive

noredients: ¢akcium stcarate mnasm caclum phosphate diyarate, povidone (PVP K 30),

Sodium star w #10 Aluminum Lake and FD & C

Blue #1 Aluminum Lake; 10 mg: D & CWeiow 410 Mo Lave ana 75 & CBlue 41
Aluminum Lake; 20 mg: FD & C Yelow #6 Aluminum Lake and D & C Red #27 Auminum
Lake.

CLINICAL PHARMACOLOGY
The precise mechanism of action has not been clearly estabished.

INDICATIONS AND USAGE
Haloperidol is indicated for use in the management of maniestations of psychotic
disorders,

Haloperidol is indicated for the control of tics and vocal utterances of Tourette’s
Diorder nchkiren and adus. Heloperdol s ffectivsfo the trestmnt ofsevers

behevlr problems b chidren of combatlve, explosie hyperexciablty (wich cancot be
accounted for by remedate provocatin). Hakoperll 6 550 efectve  the Shorterm
Teatment of hyneractive chren who show sxcessive motor aci

‘accompanying conduct disorders consisting of some or all of the folowing symptoms:
impulsivity, difficuky sustaining attention, aggressivity, mood labiity, and poor frustration
tolerance: Haloperidol should be reserved for these two groups of chidren only after
fallure to respond to psychotherapy or medications other than antipsychotics.

CCONTRAINDICATIONS
Haloperidol is in severe toxic

Cometase stotes from any cause and 1 mdiiduals who ore hypersensitve to the drug
or have Parkinson’s disease.

WARNINGS

Increased Mommy in Elderly Patients with Dementia-Related Psy:nosls
Elderly patients wit psychoss treated with hotic drugs are at
e ek of Haloperidol s not approved for the treatment o patients with
dementia-related psychosis (see BOXED WARNING).

Cardiovascular Effects

Cases of sudden death, QT-prolongation, and Torsades de Pointes have been reported
in patients receiving haloperidol. Higher than recommended doses of any formuiation of

oo paricuor Sauton & adiead I eoating potents wah ather QT-prolong|
condtions incucing ckctrayte mbalance [partcularly

opomagmesema) Hrugs Kawh to rosns . nderyng ca doc apmormaltes,
hypothyroidism, and familal long QT-syndromel.

Tardive Dyskinesia
A syndrome consisting of potentialy Freversble nvokntary, dysknetc movements may
develop i patents rested wkh antpsychotc rugs. Athaugh the prevsence o the
spndrome appers o be st among the elderly, especial .
impossible to rely upon prevalence estimates to predict, at the r\cepmn of anupsymm
réatment, which patients are ke o daveop tha syndome. Whesner antipsyend
inig products aifer i thek potendalto caute tardue cyskinesa & unknown.
Boththe sk of developngtardive dyskiesiaand the keiood tht € wilbecome
freversie re bekeed to ncresse 25 the duraton o resment and the ota cumuitive
dose of anupsycnm drugs administered to the patient increase. How
Comarorna con Gevolop. knough much ess comimanty. afer reiehy il restment
perioos o low doses

eres o known restment fo estabished cases o tardive dyskiness, athough the

may remk; partaby or complte f antpsychoti trestment & wihara
Antipsychotc reatment, Koo, howeer, méy Supbress (o partaly sUpPress) the sans
and'syrmptoms of the syndrarne and teraby may possbl ask the underying
process, The ffect that symptomatic suppression has Upon th ngrterm course of
the syndrome s unknoy
Given these considerations, antipsychotic drugs should be prescribed in a manner that
is most likely to minimize the occurrence of tardive dyskinesia. Chronic antipsychotic
treatment should generally be reserved for patients who suffer from a chronic iiness
0wn t0 respond to antipsychotic drugs, and, 2) for whom akernativ
equally effective, but potentialy less harmful treatments are not available or appropriate.
In patients who do require chronic treatment, the smalest dose and the shortest
duration clnical be sought. The
need for continued treatment should be reassessed periodicaly.

If signs and symptoms of tardive dyskinesia appear in a patient on antipsychotics, drug
discontinuation shouid be considered. However, some patients may require treatment
despite the presence of the syndrome. (For further information about the description of
tardive dyskinesia and ts cnical detection, please refer to ADVERSE REACTIONS).

Neuroleptic Malignant Syndrome (NMS)
A potentaly fatal syrmptom complex sometimes referre to 3s Neurokptic Malgnant
Syndrome (NMS) has been reporte i assockton wth antpsychtc drugs, Cin
anfestaions of NV o yperooton . sl vty ot mestol o (ncuding
Catatonic kgne) and evilence of autonaimi InStablky (Fregular puse or DG4 pressure,
tachycardie, diaphoresis, and cardiac dysrhythmias). Additional signs may inchi
elevated and acute renal
faiure.

fagnostic evaluation of patients with this syndrome is complicated. In arriving at a
dagnoss. £ s mportant to dentiy cases where the cnicalpresentaton ncludes both
serious medical iness (€.g., pnet and
nadequatetreated xrapyromidalsgns ond sympmms leps), oot mpertant
toxicty, heat

Sifoke. arug fever and primary central nervous system (CNS) pathogy:

The management of NS should incide 1) mmedte dcontiuaton of antpsychoti

drugs and other drugs not essentialto concurrent therapy, 2) intensive symptomatic

treatment and medical monitoring, and 3) treatment of any concomitant serious medical

problems for which speciic trestments are avalable. Ther & o general agreement

about specific regimens for

If a patient requires antipsychotic drug treatment after recovery from NMS, the potential

renizoductonof drug therapy shouk be carefuly cunsrdefed ‘The patient should be
arefuly monitored, since recurrences of NMS have been reported.

Hyperpyrexia and heat stroke, not associated with the above symptom complex, have
als0 been reported with haloperidol.

Falls

Habpemdo\ may cause sormmoknce, posturalhypotension, mator and sensary nstablty,

to falls and, consequently, fractures or other injuries. For patients wit
s en L omions. o et aions ot coukl xacerbote iese efece, complete fal
risk assessments when g antipsychotic treatment and recurrently for patients on
long-term antipsychotic ther

Usage In Pregnancy
Non-teratogenic Effects
Neanstes exposed o antpsychotic drugs, durng the thd trmester of prognancy are

ried in

severity; whie in some cases symptoms have been sel-imited, in other cases neonates
lave required intensive care unit support and prolonged hospitalization.

Haloperidol touk! s used durig pregrancy onl the potentl beneft stres the
potential risk to the fet

Rodents given 2 o 20'times the sualmaximum human dose of haloperdol b oralor
parenteral routes showed an increase in incidence of resorption, reduced fertiity,
Geayea delvery and pup mortaiy. No teratogenic effec has been reported i rafs.
rabbts or dogs at dosages within tis range, but ket palate nas been observed n mice
given 15 times the usual maximum human dose. Cleft palate in mice appear
Sonepeeti respones o 2t o NUMonsl mbaACA o el 2t 2oy of cruts,
and there is no evidence to relate this phenomenon to predictable human risk for most
of these agents.
Thereare o we contrled studes wth halaperdol 1 pregnant women. There are
regors, nawever,of cases of b maflrmatns observed olowng maternal use of
haioperkiolsong wEh other drugs which have suspected seratoge potentil durng
the Trs rmester of pregnancy. Causalreotionships were not establihed n these
cases. Since such experience does not exclude the possiilty 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 justiies a potential risk to the fetus. Infants should
not be nursed during drug treatment.

Combined Use of Haloperidol and Lithium
An encephalopathic syndrome (characterized by weakness, lethargy, fever,

and confusion, leukocytosis, ewe’vaxea serum
: BUN, and FSS) folowed by kreversie bran damage has occurred i few
patints treated wih hium phis aoperidol A causa reatonship between these events

S the concomant adminitration of khium and haloperido! nat not bee catablihed:
however, patients receiving such combined therapy should be monitored closely for

early evidence of neurological toxicty and treatment discontinued promptly if such signs
appear.

General

A number of cases of bronchopneumonia, some fatal, have followed the use of
antsychoti drugs, inciding haloperklol It hos been postulted that kthargy and
decreased sensation of thirst due to central inhibition may lead to deh,
hemacantenlrsl\nn and reduced pukmonary ventlation. Therefore, I the sbove sgns

Symptoms appear, cspecialy 1 the exery, the physician should nstkute remedl
!herapy prompty.

Although not reported with haloperidol, decreased serum cholesterol and/or cutaneous
‘and ocular changes have been reported in patients receiving chemicaly-related drugs.

Haloperidol may impair the mental and/or physical abilties required for the performance



ambulatory patient should be warned accord|

The use of kool wih tis drug should be avoided due to possive addiive effects and
hypotensior

of hazardous tass such 33 aperating machinery or drvhg a motor veticke. The
ingly.

PRECAUTIONS

Leukopenia, Neutropenia and Agranulocytosis

In clinicaltrial and postmarketing experience, events of leukopeniaineutropenia have
been reported temporay reated to antpsychoic agents ncluding haoperido tablets

USP. Agranulocytoss (including fatal cases) has also been rep

Possible risk factors for leukopeniaineutropenia include preexisting low white blood cell

count (WBC) and history of drug induced leukopenia/neutropenia. Patients with a

reexstng ow WEC or 3 istory of drug nduced eukapenisineutrapenis shou have

plete blood count (CBC) monitored frequently during the first few months of
ety oo shol ot haper ol tanes USh o e rss i of 5 decine
WBC in the absence of other causative factors

Patients with neutropenia should be carefully monitored for fever or other symptoms or
signs of infection and treated promptly if such symptoms or signs occur. Patients with
severe neutropenia (absolute neutrophil count <1000/mm3) should discontinue
haloperidol tablets USP and have their WBC followed until recovery.

Haloperidol should be administered cautiously to patients:

+ with severe cardiovascular disorders, because of the possibiity of transient
hypotension andjor precipitation of anginal pain. Should hypotension occur and a
Vasopressor berequred, epnephrie shoud na be used since haoperkll may
block its vasopressor activity and paradoxical further lowering of the
pressure may oceur. Instead, el Bhemykahrne o nerepeapprie should

be.
re(emng Entkonvuisant medications, wkh a istory o sezures, of wth €EG
. If indicated,

d maintained.
o ok gt of Wi a etor of lergk rasctne f0 rugs

Teceing ancbosguinte, ihce an Boknes heiance of mraterance accurred weh
the effects of one anticoagulant (phenindione).

1fconcomtant antarkinson medication s requred. € may have to be confinued after
haloperidol s dscontinued because of the dference i excreton rates. I both
discontinued simultaneously, extrapyramidal symptoms may occur. The.

Should keep in mind the possibe mrease i nifabcut pressure when anteoinergic
drugs, including antiparkinson agents, are administered concomitantly with haloperidol.
As with other antipsychotic agents, &t should be noted that haloperidol may be capable
of potentiating CNS depressants stch as anesthetics, opiates, and aicohol

In a study of 12 atients hal | and rifampin, plasma
haloperidol levels were decreased by a mean of 70% and mean scores on the Brief
Peychistrc Rotng Scale wers mrasead from beselre. In 5 other schizophvenk patnts
treated with haloperidol and rifampin, discontinuation of rifampin produced a mean 3.3-
ol Pereate i poiopériel coneomratone. Thie:corefol mankaribg of ol sanvs
warranted when rifampin is administered or discontinued in haloperidok-treated patients.
When haloperido s used to control mania i cyclc disorders there may be 3 rapid
mood swing to depre:
Severe neurotoxicity mgmzy inabiity to walk or tak) may occur in patients wi
thyrotoxicosis who are also receiving antipsychotic medication, including habpendn\
No mutagenic potential of haloperidol was found in the Ames Saimonella microsomal
activation assay Negative or inconsistent posiive findings have been obtained n i viro
tudes of effect of haloperida on chromosome structure and numoer. The
avauame cytogenetic evidence is considered too inconsistent to be conclusive at
tim

ng o Wtar rats (dosed at
49105 malkg dly for 24 months) and in Albino Swiss mice (dosed at up to

daly or 16 monihs). I the rat sy, survival was es than optimal  of dose oronps,
ebling the mumbe of o ot sk 1o deveaping tumore. Howeuer, AMouG &
Tetvel grester numbes of rats suruved tothe end o1 the study i igh-doge male and
femalegroups, these anmals i not have »greter ncilenceof tumors han contrl
animis, Therefore, Sthough hot optmal i stucy does SUggest the absence o a
Raloperiaol reated ncrease In he nckiehce o neopiasi i ot at doses up t 20 s
the usual daly human dose for chronic or resistant patients.

In female mice at 5 and 20 times the ighest il daly dose for chronic or resistant
patients,there was o statiticaly signficant increase 1 memmary gland neoplsi and
total tumor incidence; at 20 times the same daly dose there was a statisticaly significant
Increase i prukary giand neoplesa, I male mice. no statistcaly signfican dferences
in incidences of total tumors or specific tumor types were n
Antipsychotic drugs elevate prolactin levels; the elevation persists during chronic
indicate that one-thid of
human breast cancers are prolactin dependent i vitro, a factor of potential importance
if the prescription of these drugs is contemplated in a patient with a previously detected
breast cancer. ARhough disfurbances such a5 gactorThes, amenarhes, gynecomasti,
reported, elevated serum probacti
evels & unknow o MOSt patknts. A ncrease i mammary neoplasms nas bee
found inrodents aer chronic admintration of antpsychoti arugs. Netner cl\m{a\
studies nor epemiologc studes conducted o date, however, have shown
Zssociation betwieen chronic administration of these drugs and mammary
tumorigeness; the avalabe evience s considered oo kmited to e concusive at this

There are o wel cantroked stucie with haloperkdl npregnant women, Theraare
reports, however, of cases of imb mafformations observed following maternal use of
Haloperido!slong wih other drugs which have suspected teratogente. potential daring
the first trimester of pregnancy. Causal relationships were not estabished in these
cases. Since such experience does not exclude the possiilty 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.
Pregnancy:
Non-kerakoggnic Effects

exposed to antpsychotic dru, durng the thid rmester of preguaney ore

severity; whie in some cases symptoms -imited, in o [her(ases reonates
e 12 tanene care unk Bupportan proonged noskat

Haloperidol should be used during pregnancy only If the potential benefi justifies the
potential risk to the fetus.

Pediatric Use
Safety and effectiveness in pediatric patients have not been establshed.

Geriatric Use

Clinical studies of imbers of subjects aged 65 and
Vo ek ine wiheaner hey 13pan diferendy I1om younger Suects. ouner

Teported clnical experkence has not consitentl Kentiied afferences n responses

between tne ekder and younger patients. Howéver, th prevaknce o tare dyskinesia

appears to be hghes_ among the elderly, especialy ederly women (see WARNIN
rdive Dyskinesia). Also the pharmacokinetics of haloperidol in geriatric ot

generaly warrants the use of lower doses (see DOSAGE AND ADMINISTRATION).

ADVERSE REACTIONS

Cardiovascular Effects

Tachycardia, hypotension, and hypertension have been reported. QT prolongation
andor ventricular arrhythmias have also been reported, in addition to ECG pattern

nges compatible with the polymorphous configuration of torsade de pointes, and
may occur more frequently with high doses and in predisposed patients (see
WARNINGS and PRECAUTIONS).

Gases of suiden snd unexpected dest havs been reported i assockton wihthe
‘administration of haloperidol. The nature of the evidence makes it imposs

Geterming defiively whet ok, any, haloperolplayeel n the outcam o the reported
cases. The possibilty that haloperidol caused death cannot, of course, be excluded, but
it to be kept in mind that sudden and unexpected death may occur in psychotic
Daront when they 39 Unirested 1 when thiy ore teated wi otner aripeyChotE
drugs.

CNS Effects

EXTRAPYRAMIDAL SYMPTOMS (EPS) — EPS during the administration of haloperidol have.
orted frequently, often during the first few days of treatment. EPS can be
categorized generaly as Parkinson-fke symptoms, akathisia, or dystonia (including
opisthatonos and octlogyri criss). Whie a can occur ot reatvel ow doses, they
occur mare frequenty and wih geater severty a higher doses. The symptoms may be
Controtad with dose reductions or adminstiation of sntparkincon crugs such
benztropine mesyia USP or trinesypheniyl ydrochiriie USP. It Should be note that
persistent EPS have been reported; the drug may have to be discontinued in such
cases.

Dystonia
Class effect: Symptoms of dystonia, prolonged abnormal contractions of muscle
groups, may occur in susceptible individuals during the first few days of treatment.
Dystonic symptoms include: spasm of the neck muscies, Sometimes progressing to
thtness of the throat, swalowing difuty, difcuty breathing, andor prtrusion of
the tongue. Whik these symptoms can occur at low doses, they occur more frequently
anl WRR Oreater severRy Wi High patency and st higher doses of st generation
antipsychotic drugs. An elevated risk of acute dystonia & observed in males and
younger age groups.

WITHDRAWAL EMERGENT NEUROLOGICAL SIGNS.

Generaly. paintsrecehing shortterm therapy experience no problems wih sbrupt
discontinuation of antipsychotic drugs. However, some patients on maintenance
ireatment experience transient dyskietic signs after Sbrupt wihdrawal In cerlam of
are ndro
rcroad beiow e TARDIE DYSEINESIAC cxcept for deraton. & not enowin
‘whether gradual withdrawal of 2ntsychote druge wilreduce the rote of accurenceof
withdrawal emergent neurological signs but unti further evidence becomes avaiable,
Lot reasonanb 1 Graduaty windran s of habperdel

TARDIVE DYSKINESIA

As with all antipsychotic agents, haloperidol has been associated with persistent
dysidnesis. Tardive dyskhesia, 2 syndrome consitig of patently Freversb,

involuntary, dyskinet /ements, may appear in some patients on long-term therapy
o octar after arug herapy has been dlscortiued. T ek sppeas t be greser
in elderly patients on high-dose therapy, especill females.

. e

per<itent and i some patents appent rreversbe, T cynitome & characierized by

rhythmical involuntary movements of tongue, face, mouth or jaw (.g., protrusion of

tongue, pufing o cheeks, puckering of mou uth, chewing movements). Sometimes these
ay be a:compamed by involuntary movements of extremities and the trunk.

There ents

usua\ry do r\e( aneme the symptoms ul s syndrome. [ ' Suggested that o
appear. Should &

o orhots ashment,of neresse e dosage of the agent, or swich to a different

antipsychotic agent, this syndrome may be mask

It has been reported that fine vermicular movement of the tongue may be an early sign
o tardive dyskinesia and if the medication is stopped at that time, the full syndrome may
not develop.

TARDIVE DYSTONIA

h the has also been reported.
Terdive dystonia is characterized by delayed onset of choreic or dystonic movements, is
often persistent, and has the potential of becoming irreversible.

OTHER CNS EFFECTS

Insomnia, restlessness, anxiety, euphoria, agitation, drowsiness, depression, lethargy,
he. confusin. vertgo, grand mal e, exacerbaton of pychori symptoms
including Faluchatons which may be
T Wi amatanclor eeiment wih anteholnerglc arage.

Body as a Whole

Newroletic malgna hyperpyrexia and heal
Teported wih helsperde sce WARNINGS fo frther formaton concetning NHS),

Nnmmologlc Effects

ts have appeared citing the occurrence of mid and usualy transient leukopenia
o ko oses minimal dsases  red i cal counte enema, or  endency
toward lymphomonocytosis. Agranulocytosis has rarely been reported to have occurred
Wi the use of halopet ol 3nd then oy association wi other medicaton



Liver Effects.
Impaired liver function andjor jaundice have been reported.

Dermatologic Reactions

Maculopapular and acnefform skin reactions and isolated cases of photosensitivity and
loss of hair.

Endocrine Disorders

Lactation, breas igia,
mpotante, meseasee oo, et aeema, opaGcems and hypommtr

Gastrointestinal Effects
Anorexia, constipation, diarrhea, hypersalivation, dyspepsia, nausea and vomiting,
Autonomic Reactions

Dry mouth, blurred vision, urinary retention, diaphoresis and priapism.

Respiratory Effects
Laryngospasm, bronchospasm and increased depth of respiration.

Special Senses.
Cataracts, retinopathy and visual disturbances.

Postmarketing Events

Hyperammonenia has been reported in a 5% year old chid with citrulinemia, an
inherited disorder of ammonia excretion, folowing treatment with haloperidol.

OVERDOSAGE
Manifestations.
In general the symptoms of ovrdosage would be an exaggeration of known
pharmacobogic efectsand adverse reactons, the most praminentof which woud be: 1
severe ex(rapyram\da\ Teactions, 2) nypotenson, or 3 sedation, The patent woud
appear weh reapvatory dapreasion and hypotension Whic Couk be sovere
2houg 0 protiuce o Shock Ike state. The extrapyramal resction woull be manfest by
muscur weaknes or rigdky and 2 generalzed or locaized tremor as demonstrated by
the akinetc or agtans types respectivel. Wih accidental overdosage,
Tather than hypotenson oceurted in a two-year o Chi. The risk of £CG ¢nanges
ot wih oras0e s pontes ahou b consiard. (o furiner niarmaten
regarding torsade de pointes, please refer to ADVERSE REACTIONS).

Treatment
Gastric lavage or induction of emesis should be carried out immediately folowed by

administration of activated charcoal. Sihce there is no specific antidote, treatment is
primriy supgortie. A patent arway must be estabshed by use of an aropharyngesl

stomy.
Respiatory depression may be counteracied by artfica respiation and mechanical
respirators. Hypotension and circulatory collapse may be counteracted by us:
intravenous fluds, plasma, or concentrated albumin, and vasopressor agents such as
metaramil and ed In

of severe extrapyramidal reactions, antiparkinson medication
cdmintered. ECG and vial 13 Shoukl be mankored especialy for 5gns of Q-7
proongatian or dysthythmias and monkaring shoukl coniue unt the ECG & normal
should be treated wi

DOSAGE AND ADMINISTRATION

There s considerabe variation from patent to paient i the amount of meclc
o for reatment Ae whh a1 anpayehotlc arugs, dosage should be cituaized
according to the needs and response of each pabent Dosage adjustments, either
UpNard or downward, shouklbe carred out 25 rapily 2 practicabe to achieve
optimum therapeutic control

To determine the inttial dosage, consideration should be given to the patient's age,
Severity of iiness, previous response to other antipsychotic drugs, and any concomitant
medication or disease state. Chidren, debiltated or geriatric patients, as wel as those

response in such patients is usually obtained with more gradual dosage
adjustments and at lower dosage levels, as recommended below.

Clinical the folowing

Oral Administration
INITIAL DOSAGE RANGE
Adutts

Moderate Symptomatology 0.5 mg to 2 mg b.i.d. or t.id.
Severe Symptomatology 3mgto 5 mg bid. or tid

To achieve prompt control, higher doses may be required in some cases.
Geriatric or Debilitated Patients. 05mgko2m b.id. or tid.

Ghonk o Resitant Patents to5mg b.id. or tid
Patients who remain severely disturbed or inadequately controlled may require dosage adjustment. Daly dosages up to 100 mg may be necessary in some cases to achieve an optimal response. Infrequently, ha\npeﬂﬂa\ has been used in doses above 100 mg for severely resistant patients; however, the limited cinical usage has not demonstrated the safety of prolonged administration of such doses.

Children

The following recommendations apply to chidren between the ages of 3 and 12 years
(weight range 15 to 40 kg). 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 untilthe desired
therapeutic effect is obtained. (see chart below

The total dose may be divided, o be given b.id. or t.id.

Psychotic Disorders 0.05 mg/kg/day to 0.15 mg/kg/day
Non-Psychotic Behavior Disorders and Tourette's Disorder 0.05 ma/kg/day to 0.075 ma/ka/day

Severely disturbed psychotic chidren may require higher doses. In severely disturbed, non-

psychotic chidren or in with . who have el t respond to paychatherapy or medicatons other then antpsycriotes, should be oted tha snce these betiaviors may he short-
fived, short-term of suffice. There is no rther enhanced in dosages beyond 6 mg p

Maintenance Dosage
Upan sctievng o satfactory therapeut response, dasage shou then be gracusly
reduced to the lowest effective maintenance leve

Switchover Procedure

The oral form should supplant the injectable as soon as practicable. In the absence of
bioavailabilty studies establshing bioequivalence between these two dosage forms, the
{olowing gusdenes for dosage are suggested: For an nitlapproxiatin of e ot
daily dose required, the parenteral dose administered in the preceding 24 hours may
USed Since this dose i only an kil estemate, £ & recommanded that cretu
monitoring of clnical signs and symptoms, ncluding clnical eficacy,

ierse alecto bs onnid oo periean for i frt severl dogt (olowg the.
iaton of SwRCNover. In ths way, cosage aGKistments, skher upward or doWNWard,
Can be quickl accompished, Depending on the patent cinica Status, th fret oral
Gose Shoul be Gen wihin 12.24 hours folowing the ast paenteral dose,

HOW SUPPLIED

Haloperidol Tablts U 5 mg are green. capsue-<haped,flt faced, beveleek
tablets debossed with the logo of d partial bisect, on one side and plain on
e ather e and are Suppied 2 folowe:

Overbagged with 10 tablets per bag, NDC 55154-3566-0
Store at 20° to 25°C (68° to 77°F) [See USP Controlled Room Temperature].
Dispense in a tight, light-resistant container.

Alltrademarks are the property of Zydus group.

Call your doctor for medical advice about side effects. You may report side
effects to FDA at 1-800-FDA-1088.

Manufactured by:
Cadia Healthcare Ltd

Ahmedabad, India
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Zydus Pharmaceuticals USA Inc.
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