HALOPERIDOL - haloperidol tablet
A-S Medication Solutions

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
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Each USP intended for contains haloperidol, USP.

20 mg. In addtion each 0.5 mg, 1 mg, 2
mg tablet contains the following inactive ingredients: colloidal sicon dioxide, magnesium
stearate, microcrystaline cellulose, pregelatinized starch (maize) and each 5 mg, 10 mg,
20 mg tablet contains the following inactive ingredients: caicium stearate, dibasic calcium
phosphate dhycrate povidone (PVP K 30). sodum starch ghcolake and starch. 1 mg:
DA&C Yelow #10 Aluminium Lake, FD&C Yellow #6 Aluminium Lake; 2 mg

9:
Aluminum Lake; 20 mg: FD & C Yelow #6 Aluminum Lake and D & C Rea #7 Aumioum

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

INDICATIONS AND USAGE

Haloperidol is indicated for use in the management of manfestations of psychotic

disorders,

Heloperdo & ndted for the contro of ts and vacaluttrances of Touret's

Disorder i chiren and aduks. Haloperdol s efective fo the trestment o

behavior probiems in chidren of cormbathe, ExpIosve hyper exCtabiy (which comot be

accounted fo by omediate provocation). akoperdol & 80 ffective  the shart-erm

trestment o hyperactive chidren who show excessie motor ik

accompanying Conduct dsorders consiting of some or al of he folowing Syl

mpuisiey,dificuty Sustaiing attonton, ssgresshity. moog biky, and poor stration
Tolerance, Haloperiol Shou be reserved for these two groups of chidiren only after

Tahira 10 respond 10 pSyChotherapy of mEdIaions Ofher tham ontpEyCHORES

CCONTRAINDICATIONS
Haloperidol is in severe t

Comatose staes from any cause and m indiduss who are Fypersenshive ta B drug
or have Parkinson’s disease.

WARNINGS

Increased Mortality in Elderly Patients with Dementia-Related Psychosis
Elderly patients with psychoss treated with hotic drugs are at
an increased risk of death. Haloperidol s ot approved for the treatment of patients with
dementia-related psychosis (see BOXED WARNING).

Cardiovascular Effects

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

hol ave reported even in the absence of predisposing
factors, pariulr Cauton s dvised i reating patints with other QT-probonghg
condiins (ncluding eectrolte ibaiance [partcuiry ypokslria an
opoagmesema) Hrugs Knawh to roins O, nderyg ca o apnormaltes,

hypothyroidism, and familal long QT-syndromel.

Tardive Dyskinesia
A syndrome consisting of potentially ireversible, involuntary, dyskinetic movements may
develop i patents rested wkh antpsychotc rugs. Athagh the prevalence o the
symdrome appears to beghest amang the eder, especialy ery wormen,
impossible to rely upon prevalence estimates to prs e nception of sitpsychotic
et WhICh porents ore Gl o Geveiop ihe Syndome. Wiether antpeychore
g products diffe m ther potental o Cause tardwe dyskinesia & unknown
Both the ik of develoing tarcie dyskinesiaand the kehood that t Al becom
Ireversile re beleved to nerease as the duraton of treatment and the total cumuiative
doseof ontpoyEhotk drugh sarmmteree 1 156 patas ncrease.Howevor: e

drome can develop, akhough much less commonly, after relatively brief treatment
periods atlow doses
Thereis o known treatment for estabihed cases of tardive dyskines,athough he
syndrome may remt, partialy or completel, if antipsychotic treatment is withdrawn.
Antpsychotc reatment, Koo, however, méy Supbress (o partaly sUpBress) the sans
and symptoms of the syndrome and thereby may possibly mask the underlying
process. The effect that symptomatic suppression has upon the long-term course of
the syndrome is unknown.
Given these considerations, antipsychotic drugs shoud be prescribed in a manner that
& most el to mimizethe ccurence oftardhe dysknesis, Chroni antpsychotc
treatment should generaly be reserved for patients who suffer from a chronic iines:
that, 1) & known t respond 1o anipsychoti rugs, and, 2)(or whorn akematie
eaualyeffctve,but ptentily lss harmlreskmeénts are ot avalb o approprite
In patients who do require chronic treatment, the smalest dose and the shorts
duration clnical e sought, Te
need for continued treatment should be reassessed periodicaly.

and symptoms of tadive dyskinesia appear n a patient on antsycholics, drug
msmnnnuauon shouid be considered. However, some patients may require treat

ke i presence f he syndrome. (Fr Turther e maton abeut e descrion of
e dy st a5 bl Gekecion. pease refer 16 ADVERSE REACTIONS):

Neuroleptic Malignant Syndrome (NMS)
A potentialy fatal symptom complex sometimes referred to as Neuroleptic Malignant
Syndrome (NMS) has been reported in association with antipsychotic drugs. Cliical
manffestations of NMS are hyperpyrexa, muscle rigidty, altered mental status (including
catatonic signs) and evidence of autonomic instabilty (iregular puise or blood pressure,
tachycardia, diaphoresis, and cardiac dysrhythmias). Addtional signs may include

ed and acute renal

elevat
fallure.
The diagnostic evaluation of patients with this syndrome is compiicated. In arriving at a
diagnosis, it is important to menmy ases where the cinicalpresentation includes both
serious medical ness (e.q. temic infection, etc.) and untreated or
nadequate rested xtropyramicalsgns and symptoms (EPS). Other mportant

y, heat
e g fover nd primary Comtia nervous sysvam (CNS) pathery:
ianagement of NMS should include 1) immediate discontinuation of antipsychotic
drugs and other drugs not essential to concurrent therapy, 2) intensive symptomatic
treatment and medical monitoring, and 3) treatment of any concomitant serious medical
Problems for which specic trestments are avalable. Ther & o generslagreement
about specific reg
If a patient requires antipsychotic drug treatment after recovery from NMS, the potential
rentroductn of drugtherapy should b carefulyconsiderad. The patent shoud be
Carefuly monRored, Srice recurrences of NMS have been feport

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

Falls

Haloperidol tablets may cause somnolence, postural hypotension, motor and sensory
Instabiy, which may ea to fa and, consequenty factures o other s For
patients with diseases, conditions, or medications that could exacerbate these effects,
Eomplte Tal ik ssoesSmments whn Piitig anieychoti restment and recurrenty
for patients on long-term antipsychotic therapy.
Usage In Pregnancy
Non-teratogenic Effects
Neanstes exposed o antsychotic drugs, durng the thd trmester of prognancy are
at sk for extropyramidal andor wkhdraual symptoms folowg dehvery. There hau
s of agitation, hypertonia, hypotonia, tremor, somnolence, respiratory.

dstress and feedig dsorder  these neonates. These compkcatons have varied

ity; whie in some cases symptoms have been self-imited, in other cases neonates
hav required intensive care unt support and prolanged hospltalzaton
Haloperidol should be used during pregnancy only if the potential benefi 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 crease  clenceof resorpton educed fertty

/ed delivery and pup mortalty. No teratogenic effect has been reported in rats,
e of dogh o 402508 W th fong, b c peate o béch aserved n mice
given 15 times the usual maximum human dose. Cleft palate in mice appears to be a

nspecific response to stress or nutritional imbaiance as wel 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 imb malformations observed folowing maternal use of
haloperidol along with other drugs which have suspected teratogenic potential during
the first trimester of pregnancy. Causal relationships were not estabished in these
cases. Since such experience does not exclude the possbilty 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 encephalopatic syndrome (characterized by weakness lethargy, fever
ocytosi, cevated serum
ey, BN, and %) Tolomed by FreveroI b dmage s occure

e a1 i o s el perdol A Caea i beween iete events
and the concomitant administration of lthium and haloperidol has not been estabished;
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

mber of cases of bronchopneumonia, some fatal, have followed the use of
anmsy:mu: drugs, inchidng haloperkil It has been postulated that thargy and
due to central inhibition may
hemumn(enlrsl\nn o reduced pumonary ventiaton, Therefore, f ihe abové sions
and symptoms appear, especially in the elderly, the physician should institute remedial
Therspy prompy



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
of hazardous tasks such as operating ma(hmevy or driving a motor vehice. The
ambulatory patient should be warned accord|

“The use of alcohol with this drug should be avmded due to possile additive effects and
hypotension,

PRECAUTIONS

Leukopenia, Neutropenia and Agranulocytosis

Incnical il and postarketng experince,events of ukoperaneutropenia fove

temporaly reated to antpsychotc agerts, ckiding halperkloltablets

U haranocyione ekt ot coben) s s beeh re

Possible risk factors for leukopeniaineutropenia include preexisting low white blood cell

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

preexisting ow WBC or 2 history of drug induced leukopeniineutropenia shouk have
mplete blood count (CBC) monitored frequently during the first few months of

ety oo sho ot haper o tagis USh o the 5t i af 5 decine

WBC in the absence of other causative factors

Patients with neutropenia shoukd be carefully monitored for fever or other symptoms or

5igns of infection and treated promptly i such symptoms or signs occur. Patients with

severe neutropenia (absolute neutrophi count <1000/mm?) should discontinue.
haloperidol tablets USP and have their WBC followed until recovery.

Haloperdol shoud be adminstered cautously to patents

« with severe cardiovascubr disorders, because of the possibilty of transient

Fypotension andior precipkaton of angina pan, Shoud hypotension occur and

yasopressor b required, epnephrine shou not be used Gince haoperdol may bock

its vasopressor actvi e blood

e eread. metaamnol prenyee e or noremnephrmeshouk} be used.

recetingantkonvant medicatons,wih o hitoryof seizures, o
b wer

EE
If indicated,

oo shtaied,

« with known allrgies, o with & ntory of alergi réactons t0 druge.

receiving anticoagulants, since an isolated instance of interference occurred with the
fects of one anticoagulant (phenindione).

1fconcomant antrkinson medication s requred. € may have to b continued after
haloperidol s discontinued because of the difference in excretion rates. If both a
discontinued simultaneously, extrapyramidal symptoms may occur.

ould keep in mind the possible increase i intraocular pressure when antichoinergic
drugs, including antiparkinson agents, are administered concomitantly with haloperidol.
A8 with othe antpsychoti: agents  shouki be noted that haloperidolmay be capabe
of potentiating CNS. deprssams slich as anesthetics, opiates, and alcohol,

In a study of 1 haloperidoland rfampin, plasma
Taoperpl v wers kransca by mean of 70% and o 5016 o the 61l
eyt Ratig Seals were peressed rom paselnc. n 5 ather senzophranic Paner\ts
treated with ha\operm\anu rifampin, discontinuation of rfampin produced a

ok inrcase it haloperdl concentrations. Thus. caraful monkoring of ciicel status &
warranted when rifampin is administered or discontinued in haloperidok treated patients.
When haloperido s used to control mania i cyck disorders there may be arapid
mood swing to depre:

3

Severe neurotoxicity. mgmy inabiity to walk or tak) may occur in patients wi

thyrotoxicosis who are also receiving antipsychotic medication, including habpendu\

No mutagenic potential of haloperidol was found in the Ames Saimonella microsomal

activation assay. Negative or inconsistent posive findings have been obtained in in vitro
of effects of haloperidol on chromosome structure and number. The

avaiable cytogenetic evidence is considered too inconsistent to be conclusive at this

time.

c in Wistar rats (dosed at
Up 80 5 ma/kg daly for 24 montns) and n Abino Swss mice (dosed ot up t 5

relatively greater number of rats survived to the end of the study in high-dose male and
female groups, these animals did not have a greater incidence of tumors than control
animals. Therefore, although not optimal, this study does suggest the absence of a
heoperidol reated ncrease nthe nckince o neoplsi n ras a doses Up o 20 tes
the usual daily human dose for chronic or resistant pat

il female mice at 5 and 20 tmes the highest el daly dose for chronic o retort

s, there was 2 statisticaly signficant ncrease i mammary |
et uror nckence. o 20 tmes th same oty Gose tnre wa & sty sgniicont
Increase o prutory gland noopasi. i ma e ne statistcaly signfican dferences

In ncdences of ota umors ar speciic fmor types were note
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 disturbances such a5 gactorThs, amenarhes, gynecomasti,
e serum probcth

rted,
e oo or most patients. An increase in mammary s been
Tound 1 rodents afte chronic sdminstration of antpeychoti. crugs. Nexhe i
studes conductedto date, however, have shown an

assoclaton between chroni adminsiraton of these arugs and mammary

igenesi: the avalable evdence s considered too Tmted to bé concusive at this
tme
Thereare o e cantroed stuce with haloperidl npregnant women, Thera are

. of cases of mb mafformations observed folowing maternal use of

perdolsong i sier arigs Whh Rave muspecs (eramgem: potental during

the first trimester of pregnancy. Causal relationships were not estabished in
cases. Since such experience does not oxcuder the possibiity of iy damage dus to

haloperidol, this drug should be used during pregnancy or in women licely to become.

pregnant anly f the pencfk clarly usties 3 botental 1k t th fetus. Infants shoud

e be nureed g ared eeammant

Pregnancy:

Non-teratogenic Effects
Neonates exposed to antipsychotic drugs, during the third trimester of pregnancy are

een reports espir:

dtress and feeding dsorder in these neonates. These comvhcalmns have varied
severity; whie in some cases sym| jted, in other cases neonates
v Teures anene o i Suppor and rcanged nosplataton

Haloperidol houk be used during pregrancy onl f the potental beneft ustres the
potential risk to the fet

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

Clinical of numbers of subjects aged 65 and
et 0 dermine wher thy feapond diferendy ram yoonder Sbece. et

reported clinical experience has not consistently identified differences i responses

between the elderly and younger patients. However, the prevalence of tardive dyskinesia
appears to be highest among the elderly, especially eiderly women (see WARNING:
Tardive Dyskinesia). Also the pharmacokinetics of haloperidol in geritric patients
generaly warrants the use of lower doses (see DOSAGE AND ADMINISTRATION).

ADVERSE REACTIONS

Cardiovascular Effects

Tachycardia, hypotension, and hypertension nave been reported. QT prolngation
andfor ventricular arrhythmias have also been reported, in addition to ECG pattern
Changes compate win the polymorphous confguration of torsade de pontes, and
may occur more frequently with high doses and in predisposed patients (et

WARNINGS and PRECAUTIONS).

Cases of sudden and unexpected death have been reported 1 sssockation wih the
admintraton of haaperidal Tne nature of the evidnce makes k impossh

determine defintively what role, if any, haloperidol played in the outcome e reported
Caten oo posbity hek rloperiol chusca death oot of couree, be xcisted. bot
it to be kept in mind that sudden and unexpected death may occur in psychotic
patients when they go untreated or when they are treated with other antipsychotic
drugs.

CNS Effects

Extrapyramidal Symptoms (EPS)

EPS durng the aamintration o haperidl have beenreporte requenty,often during

the first few days of treatment. EPS can be categorized generally as Parkinson-fke

Symptom akethisi, o cystoria (ncuding opisthotonos and oculogyric &) Whe al

can occur at retivel ow doses, thy occur mare requenty and wh greater severty
at Hgher doses. The ymptoms may be controled wih dose eductons o

Siminstration of antiparknson drugs such a5 benztropine

trhexyphenyl hyrochlride USP. t shouk be nted that perss!ent £95 have been
reported; the drug may have to be discontinued in such cas

Dystonia

Clss effect: symptoms of dystonia, proonged abrorml contractions of muscle

groups, may occur in susceptible individuals during the first few days of treatm

Dystonic symptoms include: spasm of the neck muscles, sometimes nruqresslnq %

Hghness o thethroat. Swalowng CHuty, iUy breathing, and/o protruson o

the tongue. Whis these symptoms can occur atow duses, they occur mare frequenty

Greater severty wih high potency and at higher Goses of frst ga reraton
ibsychotic Tugs. An clevated ik of acute dystona & abserved i maes
younger age groups.

Withdrawal Emergent Neurological Signs

Generaly, patients receving short-term therapy experience no problems with abrupt
discontinuation of antipsychotic drugs. However, some patients on maintenance
perience {ransint dysknetc gns afer sbupt wkhdrawal I certan of

these cases,
described beow under m\mvs DYSKINESIA* except or duraton. It s not known

wrzhdrawa\emergem neummgma\ s»gns bt untiartne svkience becomes avalon. &
seems reasonable to gradually withdraw use of haloperidol.

Tardive Dyskinesia

As with all antipsychotic agents, haloperidol has been associated with persistent
dyskinesias. Tardive dyskinesia, a syndrome consisting of potentialy irreversibe,
invokintary, dyskinetc movements, ay appear nsome patints on kng tarm therapy

iy oceur ater A therapy hes oeen Giscontinued, The rok appears  be oreater
Ineker patiens on highdose therapy. especily femaks. T 5

is
Frvthical Evokitary taverments of tongus, focs, MoUEh ot fw 6.2. pYOU ssion of
tongue, puffing of cheeks, puckering of mouth, chewing movements). Sometimes these
may be accempama by involuntary movements of extremities and the trunk.

There ents
usuauy do or allewa(e e ymptome ot the yncronme [ suggestea mat El

agent
© e paciuts testmen, or nefesce the dosage of the e or swhen 1o s dherent
ntipsychotic agent, this syndrome may be
has been reported that fine vermicular movement of the tongue may be an early sign
arande dyskinesia and if the medication is stopped at that time, the full syndrome may
not develop.
Tardive Dystonia
Tardive dystonia, not associted with the above syndrome, has aco been reported
Tardive dystonia is characterized by delayed onset of choreic or dystonic movements, is
often perSistent, and has the potental o hecoming freversi
Other CNs Effects
Insornni, restiessness, anxiety, eupharis, agkaton drowsiness, depression ethargy,
confuskn,vertoo, grand l slzures, exacerbtion of psythatt ymptoms
\n:\ud\ng hallcinations an
drug withdrawal and/or resiment wi anticholinergic drugs

Body as a Whole

Neuroleptic malignant hyperpyrexia and heat
enareeh i nelperiao (e WARNINGA far orther miormation contarning WHS).

Hematologic Effects
Reports have appeared citing the occurrence of mild and usualy transient leukopenia



and leukocytosis, minimal decreases i red blood cel counts, anemia, or a tendency
toward lymphomonacytosis. Agranulocytosis has rarely been reported to have occurred
with the use of haloperidol, and then only in association with other medication

Liver Effects.

Impaired liver function andor jaundice have been reported.

Dermatologic Reactions.

Macuopapulr and acneform sk reactions and olted cases o photosensiivy and
loss of hal

Endocrine Disorders

Lactation, breast igia
mpotence, mereased oo, b araeem, oG cams ard hypommt

Gastr
Anorexia, constipation, diarrhea, hypersalivation, dyspepsia, nausea and vomiting,

restinal Effects

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 cirulinemia, an
inherited disorder of ammonia excretion, folowing treatment with haloperidol

OVERDOSAGE

Manifestations.

. the symptams of verdosage would be en exagperstion of known
pharmaca\ogwc effects and adverse reactions, the most prominent of which woud be: 1)
Covere exteapyramisl reactone, 3) ypotendion. o 3 sedatien. The patknt wouid
‘appear comatose with respiratory depression and hypotension which could be severe
enough to produce a shock-iike state. The extrapyramidal reaction would be maniest by
muscar weskness o rgdty and a generalzed of localzed tremor 3 demonstrated by
the aknetc ar agtans types respectiel. With accidental overdosage hyperkensnn
Tather than hypotension occurrad n a two-year okl i, The rsk of EC ¢

“asociated wih torsade de pomtes should be considered. (Fo further ormaton
regarding torsade de pointes, please refer to ADVERSE REACTIONS).

Treatment

Gastric lavage or induction of emesis should be carried out immediately folowed by
adminstration of activated charcoal. Since there s no specific antidote, treatment is
primariy supportive. A patent airway must be establshed by use of an oropharyngeal
irway or endotracheal tube o, in prolonged cases of coma, by tracheostomy.
Respiratory depression may be counteracted by artifcial respiration and mechanical

intravenous s, s, o concentrated sburi, and vasopressor agens such as

metaraminol be used. In
of severe ex[rapyramna\ reactions, antiparkinson medication should be

aaminsterea. ECG and vial Sgns shouki be monkored especaly for 5gns of Q-7

prolongation or dysrhythmias and MoNKOrG ShOUK contus unti the ECG & hormal,
Severe arrhythmias should be treated with appropriate anti-arrhythmic measures.

DOSAGE AND ADMINISTRATION

There is considerable variation from patient to patient in the amount of medication

uired for treatment. As with al antipsychotic drugs, dosage should be individuaized
accordingto the needs and response of each patient, Dosage adjustments

r downward, should be carried out as rapidly as practicable to achieve

optimom therapeut control

o deterrnethe kil dosage, conskiration should b gien to thepatent's age
severty of iess, previous response to ather antipsychotcdrugs, and any concorntant

eicaton of dsease state. Chidren, debitted of geratric patints, o5 wel
th 3 sty of adverse resctons to antpsychoti drugs, may requie kess aopertil
ptmal response n such patents s usualy obtaned wkh more gradua dosage

adjustmems and at lower dosage levels, as recommend

Clinical the following

Oral Administration
Inital Dosage Range

Adutts
Moderate Symptomatology 0.5 mg to 2 mg biid. or tid.
Severe Symptomatology 3mgto 5 mg bid. or tid

To achieve prompt control, higher doses may be required in some cases.

Geriatric or Debiitated Patients 0.5 mg to 2 mg bid. or tid.
Chronic or Resistant Patients 3mgto 5 mgbid. 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, haloperidol has been used in doses above 100 mg for severely resistant patients; however, the iimited ciinical 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). Haloperido is not intended for chikdren under 3 years old.
erapy should begin a th lowest dose possile (0.5 mg per day). If requred, the dose
ould be increased by an increment of 0.5 mg at 5 to 7 day intervals ntil the desired
rerapenic chece s ouane (see chort belw).

The total dose may be divided, to be given b.id. or tid

Psychotic Disorders. 0.05 mg/kg/day to 0.15 mg/kg/da,

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

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

psychotic chidren or i hyperactive chiren with accompanying conductdiorders, who have faled to respond to psychotherapy or medcations other than antpsychotics, t should be noted that since these behaviors may be short
fived, short-term suffice. There is no ‘2 maximum effective dosage. There i little evidence that behavior improvement is further enhanced in dosages beyond 6 mg per day.

Maintenance Dosage

Upan actieving a stfactory therapeutc response,dosage should then be gracualy
reduced to the lowest effective maintenance leve

Switchover Procedure

The oralform should supplnt th infectabl os soon as practcabe. I the absence of
bioavailabilty studies establshing bioequivalence between these two dosage forms, the
muuwmg ‘quidelnes for dosage are suggested. For an mmal approximation of the total
dai he 4 hours may be
oot S e dose s onl en ikl estnate L& Tecommended tha careful
monitoring of clinical signs and symptoms clinical efficacy, sedation, and
‘atverse effcts, be caried aut perilcaly for the st Severa days folowhng the
initiation of switchover. In this way, dosage adjustments, ether upward or downward,
Can be cuickl accomplshed: Depénding on the patints cnicel Satus, the frst oral
dose should be given within 12-24 hours folowing the last parenteral dose.

HOW SUPPLIED
Product: 50090-4365

NDC: 50090-4365-0 1 TABLET in a BLISTER PACK / 33 in a BOX, UNIT-DOSE
Manufactured by:

Cadia Heatthcare Ltd.

Ahmedabad, India

Distributed by:

Zydus Pharmaceuticals (USA) Inc.

Pennington, N) 08534

Rev.: 12/18

Storage

Store at 20° to 25°C (68° to 77°F) [See USP Controlled Room Temperaturel. Dispense in
atight, ight-resistant container.

Haloperidol

HALOPERIDOL
haloperidol tablet.

Product Information
Product Type. arenrescurron  [Eamcode 5o ncstoc e

Route of Administration  OFAL

Active Ingredient/Active Molety
Ingredient Name e S
MALOPERIDOL (UNI: 6292F0L30) (HALOPERIDOL - UNIJGZ9279L30) WAoPERDOL

Inactive Ingredients.
Ingredient Name Strangth

CALCIUM STEARATE (i T76XHT04TL)

DA YELLOW NO. 10 (Ui 2556USQ30

ASIC CALCIUM PHOSPHATE DIMYDRATE (Ui, O7TSZ97GEF)

FD&C BLUE NO. 1 (UMl HERATESTED)
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SODIUM STARCH GLYCOLATE TYPE A POTATO (UNI: S356/36242)

STARCH, CORN (U: 082321735))
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