HALOPERIDOL- haloperidol tablet
DIRECT RX

HALOPERIDOL|

BOXED WARNING SECTION
WARNING
Increased Morality in Elderly Patierss with Dementia-Related Psychosis
Elderly patens with d weated with hotc drugs are atan

death wials (modal duration of 10
weeks), largely in patients zking a‘yplrzl antipsychotic drugs, revealed a risk of death in drug-
tweated parients of between 1.6 10 1.7 times the risk of death in placebo-treated patients, Over the
course of a typical e rate o was about
4.5%, compared 10 a ate of about 2.6% in the placebo group. Although the causes of death were
varied, most of the deaths appeared to be either cardiovascular (.g., heartfailure, sudden death)
or infectious (e.g., Observational sud that,similar to atypical
antipsychotic drugs treatment with converional antipsychotic drugs may increase mortality. The
exent o which e idins of cressed moaly i nhsclvalmml studies may be atributed © the

oppos s is not clear. Haloperidol is

ot fr e esmentof paens i G related peychots o WARNINGS)

DESCRIPTION SECTION
Haloperidol is the fi

0 the butyraphenone series of mujor ranquilizers. The chemical desigration s
Ithas the following structural

formula.

.

Gy HyCIFNO, a7sar

) halopendohahlu USP inered or oral admiisuration ontains haloperidol, USP 5 mg o 10 mg
following iacive dibssic
dihydrat 20, tarch glycolate and starch. 5
Seliow 10 Ao Lok g 70 & Bl 1 AInnmnmLake 10 mg: D & C Yellow #10 Am.mmm
Lake and FD & C Blue #1 Aluminum Lake; 20 mg: FD & C Yellow #6 Aluminum Lake and D & C Red
#27 Aluminum Lake

CLINICAL PHARMACOLOGY SECTION
‘The precise mechanism of action has not been clearly established.

INDICATIONS & USAGE SECTION
Haloperidol is indicated for use in the menagement of marifestations of psychotic disorders.
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
conbtive,explsive yperexciaily (which camot be accoumed for by inmediateprovocstion).
Haloperidol is also eff excessive
oot acivity wii acconpaying s coniuctorders Cosisting of some o all of the follov

symptams: npulsiviy, dificoly susaiving aueon. aggressiiy, mood by, and poor rusuaion
tolerance. Haloperidol should be reserved for these two groups of children only after failure to
respond 0 pychotherapy o medicaions other o amipsyehotcs

CONTRAINDICATIONS SECTION

Haloperidol toxic central rervous matose states
romany cause andinindividuals who are hypersensiive 0 (his o o have Parkison's discase.

WARNINGS SECTION
Increased Mortality in Elderly Patients with Dementia-Related Psychosis
Elderly patient with d lated psychosis treated witk hotic drugs are at an increased

risk of death. Haloperidol is not approved for the treatment of paticns with dementa-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 formulation of haloperidol appear (© be
associated with a higher tisk of QT-prolongation and Torsades de Pointes. Although cases have been
reported even in the absence of predisposing factors, particular cautionis advised in treating patients
with other QT-prolonging conditions (including electrolyte imbalance [particularly hypokalemia and
hypomagnesemial, drugs known o prolong QT underlying cardiac abnormalites, hypothyroidism, and
familial long QT-syndrome).
Tardive Dyskinesia
A s syneoms corsiing of pnlzmm”y irreversible, involuniary, dyskinetic movemenis may develop in
drugs. Although the prevale obe
luglmsl o he ety specily S women. 1 mpocs e o rely wonprevlenceestmes
o predict, at the inception of antipsychotic treatmen, which patienis are likely to develop the sy
Whethr anipsychoue tug products difer nther poanial 0 cawe rdive dyekinesia 1 koo
Both the risk of developing tardive dyskinesia and the likelihood that it will become irreversible are
believed to increase as the duration of treaument and the total cumlative dose of andipsychotic drugs
administered o the patient increase. However, the syndrome can develop, although much less
commonly, after relatively brief treatment periods at low doses
There is no known treatment for established cases of tardive dyskinesia, although the syndrome may
remit,partially or conpletely, if antipsychotic weatment is withdrawn. Antipsychotic treaumen, itself,
bowever, my suppress(or pardally suppress) h 11 a symptns of e sy o terey may
possily msith ulerying process. The effecthtsynplomalc suppresson s upon e log-tem
Eourse of e sysirome is unow
Given hese comsderators, al\up&yrl\nnc s should be prescribed na e s nost hkely w©
the occurrence of Chronic antipsychotic treatment should gene
reserved for pates who e e oo Moess . 1)is known to respond to anti psy(hnut
Grage, and, 2 for whomalermative,cqualyaffective, bu poemtalty 1o ol eatmento re ot
aailabl ofapproprie. Inpatiens who do equie chronic weatrem, he smllst dose and he shorest
duration of trear asatisfactory clinical be sought. The need for
o st shoud besesseseed pesodials
nd of trdive d drug
shmlld e comsidered. However, some patens my et westment despite he presence of e
ardiv clinical detection,

Pleaserefer 10 ADVERSE REACTIONS)
Neuroleptic Malignan Syndrome (NMS)
A potenally tal symptomconplex sometines refrred o s Newroleptic Mgt Sydrone (NMS)
e been eported i ssociation with anipsychotic drugs. Clinica naniestators of N
perpotens, muscl i, ahered ma s (g cotone Sigm) ondevtdent of
oo Inabllty (rrogula polse oF lood pressure, chycardl, dlaphorests, and ardiac
dysthythmias). Additional signs may include elevated creatine phosphokinase, myoglobinuria
(shabdomyolysis) and acute renal failure.
‘The diagnostic evaluation of patients with this syndrome is complicated. Inarriving at a diagnosis, itis
important o identify cases where the clinical presenation includes both serious medical illness (¢.g.,
preumonia, systemic infection, etc.) and untreated or inadequately treated extrapyranidal signs and
symptoms (EPS). Other important considerations inthe differential diagnosis include cent
ammhnlmergm oxicity, heat siroke, drug. primary central pervous system (CNS) pathology.
Id include 1) immediate antipsychotic drugs and other
oot ceseil 10 coneumenthetaps, 2) ereive syt et o edica masorng ond
3) treatment of any concomitant serious medical problems for which specific treatments are available.
There is no general ot i weatment regis
5.

If a patient requires antipsychotic drug treatment after recovery from NMS, the potential reintroduction
of drug therapy should be carefully considered. The patient should be carcfully monitored, since.
recurrences of NMS have been reported.

H nd heat stroke d with the above have also beenreported
with haloperidol.

Usage In Pregnancy

Non-teratogenic Effects

Neonates exposed to antipsychotic drugs, during the third trimester of pregnancy are at risk for
extrapyramidal andior withdrawal symptoms following delivery. There have been reports of agitation,
hypertonia, hypotonia,tremor, somnolence, respiratory disiress and mdmg disorder i these meorte.
‘These complications have varied inseverity; while in some cases s have been self-limited, in
othor casesroortes have reduired mnsive <are nt supportamd Protonged hospralzaton.
Haloperdol shoud be used drig pregpancy only i the potenial benefi jsifes e potentil iskto

Rodensgiten21o 20 ies the usual msximum unan dose of ha!ovmdol by oral o pareseral roues
anincrease inincidence of resorption, re telayed delivery and pup mortality
ersogentc effect has beenreporied nras, AbbS or dags at do:ages within 3 fange, bt lef palate
has been observed in mice given 15 times the usual maximum human dose. Cleft palate in mice appears
10 be a nonspecific response to siress or muritional imbalance as well as (o a variety of drugs, and there
is 0o evidence (o relate this phenomenonto prediciable human risk for most of these agens
There are no well conirolled 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
wehich have suspected teratogeric potential during the first trimester of pregrancy. Causal relationships
were ot established in these cases. Since such experience does not exclude the possibility of fetal
damage due to haloperidol, this drug should be used during pregnancy or in womenlikely to become
pregnant only if the benefit clearly jusifies a potental risk o the fetus. Infarts should not be murse
during drug treatmen.
Combined Use of Halop

lol and Lithium

leth er, nd
confusion, extrapyranidal symptoms, leukocytosis, elevated serum erzymes, BUN, and FBS) followed
by irreversible brain damage has occurred ina few patients reated with lithium plus haloperidol. A

causal relationship between these events and the concomitant administration of lithium and haloperidol

has ot patients receiving therapy should be monitored
closely for gical toxicity such signs
appear.

General

A mumber of cases of bronchopneumnria, some fatal, have followed the use of antipsychotic drugs,
including haloperidol. It has been postulated that lethargy and decreased sensation of thirst due 1o
cenral nibitn neylead o dehycrato, emococertaton am reduced vmmmy ventlation.

pe

Therefore, if the
st remedia Gherapy prompdy

lthough ted with haloperidol, andior cutaneous and ocular
changes have been receiving chemically-related d

Haloperidol may irpair the mental and/or physical abilities required for the performance of hazardous
tasks such as operaring machinery or driving a motor vehicle. The ambulatory patient should be warned
accordingly.

‘The use of alcohol with this drug should be avoided due to possible additive effects and hypotension.

PRECAUTIONS SECTION

Leukopenia, Neutropenia and Agranulocytosis

Inclinical trial and postmarketing experience, evers of leukopeniameutropenia have been reported

Lemporalyreated o anipsychotc age, i 1ucing hlopericol ublets USP. Agramilocytons

(including fatal cases) has also been reportes

Possible risk factors for leukoperiaineutropenia include preexisting low white blood cell count (WBC)

and history of drug induced leukopeniaineutropenia. Patients with a preexisting low WBC or a history

of drug induced should have their (CBC) monitored

frequently during the frst few months of therapy and should discontinue haloperidol ablets USP atthe

firstsignof a decline in WBC in the absence of other causative factors.

Patients with neutropenia should be carefully moritored for fever or other symptoms or sigrs of

infection and weated prompily if such symptoms or signs occur. Patients with severe neutropenia
haloperidol tablets USP and have their WBC

followed uniil recovery.

Haloperidol should be admiristered cautiously to pati
with severe n-dmvasculav disordors,because of e psibilly ol wransienc hypom\smn andor

d, epinephrine
should not be used since nalopumm iy block s vasopressor acdiy and paradoxical fuher
Towering of the blood pressure may occur. Instead, meiaraminol, phemylephrine or norepinephrine

should be
© receiving aniconvulsant medications, with a history of seizures, or with EEG abrormalities,



ecause alopeidol may lower the comsive dreshold.  nlcated, adequatesniconvla
therapy should be concomitant

« it kownallergcs,or witha hisory of allergic reacios 0 dru

© Teceiving ancoagulans, snte an isolaed e of merierence pecurred withhe effecs of ore
anticoagulant (phenindione).

M conconiot sucdnson ician L et my ke 1 b coedaebloperidl

of the difference If both arg

extapyramicalsymptoms my occur The physician should keep mmmd the possible increase in

iniraocular pressure are administered

concomitantly with haloperidol.

As with other antipsychotic agents, it should be noted that haloperidol may be capable of potentating

‘NS depressamts such as anesthetics, opiates, and alcohol.

Ina study of 12 schizophrenic patients coadninistered haloperidol and rifampin, plasma haloperidol

levlsweee gecreased by  meanof 70% ad meanscores o Bret Paychlaric Ratog Sale were
d from basel patients and rifampin,

discoimatonof manm Dmduced 33101 rese mhloperdelconcentaiors Ths,

tatus is warranted when rifampin i administered or discontinued in

Heloperdor seated panems

‘When haloperidol s used to control mania in cyclic disorders, there may be a rapid mood swing to

depression.

Severe neurotoxicity (rigidity, inabilty to walk or talk) may occur in patients with thyrotoxicosis who

are also receiving anipsychotic medication, including haloperidol

No mutageric potential of haloperidol was found inthe Ames Salmonella microsomal activation assay.

Negative or incosistent positive findings have been obtained in n vitro and in vivo studies of effects

of haloperidol on chromosome structure and number. The available cytogenetic evidence is considered

100 incorsistert o be conclusive atthis tim.

Carcinogenicity studies using oral haloperidol were conducted in Wistar rats (dosed at up to 5 mg/kg

daily for 24 months) and in Albino Swiss mice (dosed at up to 5 mg/kg daily for 18 months). In the rat

study, survival was less than optimal in all dose groups, reducing the number of rats atrisk for

leveloping wmors. However, although a relatively greater number of rats survived o the end of the

study in high-dose male and female groups, these animuls did ot have a greater incidence of fu

than control aimals. Therefore, although not optima, this study does suggest the absence of a

haloperidol related increase in the incidence of ncopiasia in ras at doses up (0 20 times the usual daily

human dose for chronic or resistant patients.

Tnfeamle e o S 20 st ighes il dlly dose or chroncor sty e, ers s

asatistcally in mammary znd otal wnor mes the
movlaxn ol mice

o statistically s|gmh(nm Giferences in incidences of il amors o SpEcific wmor ypes were ot

v prolacin during chronic administrat

P
Tissue of
dependentin vito, a factor o ptendal mporanc i he prescrionof thse drugs s Comemaed i
a patient witha ctorrhea,
amenorthes, geconusia, axl inpoterce have beenreported, e cliical sxgm e of elected
s, Anincrease asms has been found

Inrodens ate chroni admiistation of anpeycheic drage. Nlther clical sies ot
epidemiologic sudies conducted o date howeve, ave shown an associaton beween clroric

gs a is considered 0o
limited to be conclusive at this time.

ere are no well controlled studies with haloperidol in pregrant w e are reports, however,
Ol cssoroF b melarmatiors svserved following maternal use of halcpendm along with other drugs
which have suspected teratogenic potental during the first trimeser of pregnancy. Causal relationships.

were not established in these cases. experience does nokexclu the possibily of foal
damage due o haloperidol, this drug should be used during pregnancy or in womenlikely o become
pregrant only if the benefit clearly justifies a poteniial risk {0 the fetus. Infants should not be mursed
during drug treatment.

Pregrancy:
Nonteratngenic Effects

Neonates exposed to antipsychoric drugs, during the third wimester 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 ; while in some have Lin
other cases neonates have dintensive care

Haloperidol should be used during pregrancy only if the potential benefit justifies the potential risk o
ws.

Pediatric Use

Safety and effectiveness in pediatric patients have not been established.

Geriarric Use

e s o ool ot el s bers of st g 60 nd over
experience

o ot consenty emiiod ierencos nresporses S hetwenthe elderly i Vounge patens

However, the prevalence of trdive dyskinesia appears o be highest among the elderly, especially

clderly womeh (se WARNINGS: Tardive Dyshinesia) Aloo the pharmacorintcs of haloperido in

geriatrc patiens generally warrants the use of lower doses (sce DOSAGE AND

ADMINISTRATION).

ADVERSE REACTIONS SECTION
Cardiovascular Effects
Tachycar qr
anhymmas it beemepnned sditoms 56 pattern changes compatible with the

morphous configuration of torsade de poinies, and may occur more frequently with high doses and
m pred)spnsed patiens (see WARNINGS and PRECAUTIONS)
Cases of sudden and unexpected death have been reported inassociation with the administration of
haloperidol. The nature of the evidence makes it impossible to determine definitively what role, if any,
haloperidol played in the outcome of the reported cases. The possibility that haloperidol caused death
cannot, of course, be excluded, butit s (© be keptin mind that sudden and unexpected death may occur in
psychotic patients when they go untreated or when they are reated with other antipsychotic drugs.
CNS Effects

EX SYMPTOMS (EP: the haloperidol have been
Teporied hequenty. oftendring e et days o vetmers EFS e categorized generally as
Parkinson-like symptoms, akathisia, or dystonia (including opisthotonos and oculogyric crisis). While
all canoceur atrelatvly low doses, hey accur morefrequenly and withgrete severiya Higher
doses. The symproms may lose reductions

Such o beruapine mesyiate USP or rihexypheridy hycrochloride USP. I should b noed that
persistent EPS the drug may have to insuch cases.

Dystonia

Class effect Symptoms of dystornia, prolonged abormal coniractions of muscle groups, may occur in
suscepiible individuals during the first few days of reatmen. Dystonic symptoms include: spasm of the
neck muscles, sometimes progressing to tightness of the throat, swallowing difficulty, difficulty
breathing, and/or protrusion of the tongue. While these symptoms can occur at low doses, they occur
more frequendy and with greater severity with high potency and at higher doses of first generation
antipsychotic drugs. An elevated risk of acute dystonia is observed in males and younger age groups.
WITHDRAWAL EMERGENT NEUROLOGICAL SIGNS

Geeraly, paes g o o problems with

D
antipsy Some patients on mainierance (reatment experience rarsien.

signs e ablum it Tnceremof e csen e dyskinetic movemens are .msnm.shahle
fromthe syndrome described below under "TARDIVE DYSKINESIA" except for duration. Iis not

koown whether gradual withdrawal of antipsychotic drugs will reduce the rate of occurrence of

withdrawal emergent neurological signs butunil further evidence becomes available, it seems

reasomable to gradually withdraw use of haloperidol

TARDIVE DYSKINESIA

As withall amipsychotie agens, halnprndﬂl e been associated with persstntdyskinesias, Tardive
bl

of potentally tary, dyskinetic movemens, may
appea{ in some patiens on long-term therapy or oy occur e d.mg therapy has been discontinted.
T m rl&kappcms o be greater in herapy, The

i in some patients appear e T yvirons b chnscart
rhym’mcal  imvolumary moveres of tongue, face, mouh o fa e . omision of tongue. vumnx of
cheeks, puckering of mouth, chewing movements). Sometimes these may be accomparied by involuary
Tovement of exyemites and th runk.

There is no dyski usually do not

alleviate the symptoms of this syndrome. It s suggested that all antpsychotic agents be discontinued if

these symptoms appear. Should it b necessary o reinstiie freatmen, or increase the dosage of the

agent, or switch to a different antipsychotic agent,this syndrome may be masked.

It has been reported tha fine vermicular movement of the tongue may be an early sign of tardive

dyskinesia and if the medication is stopped at that time, the full syndrome may ot develop.

TARDIVE DYSTONIA

Tardive dystonia, not associated with the above syndrome, has also been reported. Tardive dystonia is

characterized by delayed onset of choreic or dystonic movemens, is often persistent, and has the

potential of becoming irreversible.

OTHER CNS EFFECTS

Insomnia, restlessness, ansiety, euphoria, agitation, drowsiness, depression, lethargy, headache,

consion,verigo, ol selzres, exacerbaionof psychot sympeos g alucnadons
c-like behavioral states which may be responsive to drug withdrawal andor treatment wi

icholiergic drgs.

Body as a Whole

(NMS), nd heat sroke have D
mlummel (see WARNINGS for further information concerning NMS).
Hematologic Effects
Reports have appeared citing the occurrence of mild and usuzlly it leukopen and lewkocysis,
minimal decresss nred! blno cell count, anemia, or a endency oward lymphor

has it he e of aperide, and then rly in

ot e medicaton

Liver Effects

Impaired liver function andior jaundice have been reported.

Dermatologic Reactions
i ind isolated cases of Toss of hair

Endocrine Disorders
Lacaton brestengorgeent, masalgia, ensral egulries, gyneconsta, Inporerce neressed

libido, hyperglycemia, hypoglycemia and hyporai

Gastrointestinal Effects

Anorexia, consiipation, diarrhea, hypersalivation, dyspepsia, nausea and vomiing.

Autononic Reactiors

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

Respiratory Effects

Laryngospasm bronchospasmand increased depth of respiration.

Special Senses

Cataracts, retinopathy and visual disturbances.

Postmarketing Events

Hyperammonemia has been eported ina 5% year old child with cirulliemia, an inherited disorder of
ammonia excretion, following treatment with haloperidol.

OVERDOSAGE SECTION
Manifestations

Ingeneral, the symptoms of overdosage would be an exaggeration of known pharmacologic effects and
adverse reactions, the most prominent of which would be: 1) severe extrapyramidal reactions, 2)
hypotension, or 3)sedation. The patient would appear comatose with respiratory depression and
hypotension which could be severe enough o produce a shocklike state. The extrapyranidal reaction
wouldbe maifestby muscular weakness or nglduy ands Evnﬂahzed or localized tremor as

r agita accidental overdosage, hypertension
erhon ypotersionoccured e ymomcmm e ool £CG changes associated with
torsade de pos (For torsade de poinies, please
Teier o ADVERSE REACTIONS)

Treament

Gastric lavage o induction of emesis should be carried out immediately followed by administration of

activated charcoal. Since there is o specific aniidote, treatment is primarily supportve. A patent airway

st be esablshed by us of anoropharygel airway or endotachealwbe or, nprolonged cses of

<o by artificial

echanical espirators. Eypolensionand creulaney colapse may be couneracied by use of

inravenous lid, plast, ot concenrsted i, axd vasopessot agens ich s netraninol,

phenyle;

reaumm zmparkmsan pedicaton shouldbe adminisored ECo zm‘lvl'alslgmsl\onld be monitored
hould continue undl the ECG




is normal. Severe arthythmias should be treated with appropriate ani-arrhythmic measures.

DOSAGE & ADMINISTRATION SECTION

‘There is considerable variation from patient to patient n the amourt of medication required for
treament. As with all anipsychotic drugs, ocage shoukd b iniiduled accordng to he eeds and
resporse of each p: osage adjustments, either upward or dowmward, should be carried out as
Tapily s pracicae 6 achiove opmm hrapeutc contol

To determine the inital dosage, consideration should be given o the patient's age, severity of llness,
previous response to other antipsychotic drugs, and any concomitant medication or disease state.
Children, debilitated or geriatric patients, as well as those with a history of adverse reactions to
antipsychotic drugs, may require less haloperidol. The optinal response in such patiers s usually
obtained with more gradual dosage adjustments and at lower dosage levels, as recommended below.
Clinical experience suggests the following recommendations:

Oral Adwinistration

INITIAL DOSAGE RANGE

Adults
Moderate Sympromatology 0.5mg 0 2mg bid. or tid.
Severe Sympiomatology 3mg 10 5 mg biid. o Lid

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

Gersic or Debilaed s
Chronic or Resistant Pat
Paiients who remain sevﬂcly disturbed or inadequately controlled may require dosage adjustment. Daily dosages up to 100 mg may be necessary in some cases to achieve an optimal response. Infrequendy, haloperidol has been used in doses above 100 mg for severely resistant patienss; however, the limited clinical usage has not demonstrated the safety of prolonged administration of such doses.

Children

‘The following recommendations apply o children between the ages of 3 and 12 years (weight range 15

10.40 ). Haloperol 15 ot ended for childen under 3 years o1d. Therapy should beginat he

Iowest dose possble (0.5 per dy. I required the dose shouldbe Icressed by a nremenof 0.3
07 day mervls i e deatvd hrapersi effec is abaine. (see ehar pelow)

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

Psychotic Disorders 0.05 mg/kg/day (0 0.15 mg/hg/day
Non-Psychotic Behavior Disorders and Tourette’s Disorder 0.05 mg/hg/day to 0.075 me/ke/day
Seversly dsubed pychoti cildrenmmy reqre Hgher doses, Inseverly disurbed e

psychoti 10 have failed 1o respond to it should be noted tha since these behaviors may be short-

Fved. shoreterm adminisiraton of alopridol may suffce. Ther 5 vidence osablishing a mximimeHtecive dosege. Thére 1 e evidence thatbehavior Iprove et is furthr cnhance indosages beyond 6 g pr day

Mainenance Dosage
Uponachieving a satisfactory therapeutic response, dosage should then be gradually reduced to the
lowest effective mintenance level
Switchover Procedure
ral form should supplant the injectable as soon as practicable. In the absence of bioavailability
Suies establishing bioequivalence between these two dosage forms, the following guidelines for
dosage are suggesied. For aninal approxinetonal the wa dalydose reculred, e pareners! dose
tered inthe preceding 24 hours may be
Tecommended that carefal moritoring ofclnical sign and symptons, nchuing clinca eficacy,
Sedation, and adverse effects, be carried out periodically for the first several days following the
initiation of switchover. In his way, dosage adjustmens, either upward or dowmward, can be quickly
acconplished. Depending on the patient’s clinical satus, th first oral dose should be given within 12-
24 hours following the last parenieral dose.

HOW SUPPLIED SECTION

Haloperidol Tablets USP, 5 mg are green, capsule-shaped, flat-faced, beveled-edge wblets debossed
with the l0go of ZC', 07 and partal bisec, on one side and plain on the other side and are supplied as
follows:

NDC 68382-079-01 in'bottles of 100 tablets

NDC 68382-079-10 in'bottles of 1000 tablets

Haloperidol Tablets USP, 10 mg are light green, capsule-shaped, fla-faced, beveled-cdge wblets
debossed with the logo of "ZC’, ‘08" and partial bisect, on one side and plain on the other side and are
supplied as follows:

NDC 68382-080-06 inbotiles of 30 tblets
NDC 68382-080-01 in bottles of 100 tablets
NDC 68382-080-10 in bottles of 1000 tblets

Haloperido TabltsUSF: 20 g re coral caplestaped. e faced. bevelecdge bles debossed
with the logo of "ZC, 09"

NDC 68382-081-06 in bottles of 30 tablets

NDC 68382-081-01 inbottles of 100 tablets

Store at20° 10 25°C (68° 10 77°F) [See USP Controlled Room Temperaturel,

Dispense ina tight,light-resistant container.

All rademarks are the property of Zydus group.

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

PACKAGE LABEL PRINCIPAL DISPLAY PANEL

MALnPinIDOL
5mg

30 Tabs

BEVERAGESwhen ki s

D0 NOT DRINK ALCOHOLIC

e
AR

HALOPERIDOL
haloperidol ablet

Product Information
Produc Type c

Raute of Administration oma

Active IngredienvActive Moiety
Ingredient Name Basis of Strength  Strength
sms

HALOPERIDOL.

Inactive Ingredients
Ingredient Name Strength

CALGIUM STEARATE (UNE: 776070470

DAC YELLOW NO. 10 (UNIE 355W5USQ36)

DIBASIC CALCIUM PHOSPHATE DINYDRATE (LN 07152 7GEP)

FDAC BLUE NO. 1 (0N RIS TED)

POVIDONE K3D (UNIE U725QWY32%)

STARCH, CORN (UNIE 09232NY35.)

aeen Seare 2pices
ovaL Siae. 1o
Imprint Code 207

Packaging
¥ HtemCode Package Description. Marketing StartDate - Marketing End Date

Marketing Information

oA ANDAO775HO w01014

Labeler - precr rx 079254320)
Establishment
Name Address e Business Operations

DRECT RX omasen eIbeI1919-13), repack§1919-155)

Revised: 12020 DIRECT RX

0.5mg 0 2 mg biid. or Lid
3mg 10 5mg bid. or tid
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