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pustules, arising within large areas of edematous erythema. Inform patients about the signs of
AGEP, and discontinue hydroxyzine at the first appearance of a skin rash, worsening of pre-
onmmmmmmmmmmmmmmwwmuw

ADVERSE REACTIONS

Side effects reported with the administration of hydroxyzine hydrochloride are usually mild and
transitory in nature.

Call your doctor for medical advice about side effects. You may report side effects to FDA at
1-800-FDA-1088 or wwiw.fda.gov/medwatch. You may also report side effects to Wockhardt
USA, LLC at 1-800-445-4290

Skin and Appendages: Oral hydroxyzine hydrochloride is associated with Acute Generalized
Exanthematous Pustulosis (AGEP) and fixed drug eruptions in postmarketing reports.
Anticholinergic: Dry mouth.

Central Nervous System: Drowsiness is usually transitory and may disappear in a few days
ofomﬂmdmmormmmmolﬂnm Involuntary motor activity induding rare
instances of tremor and conwulsions have been reported, usually with doses considerably

higher than those recommended. Clinically significant respiratory depression has not been
reported at recommended doses.

Cardiac System: QT prolongation, Torsade de Pointes.

OVERDOSAGE

The most common manifestation of hydroxyzine overdosage is hypersedation. As in the
management of overdosage with any drug, it should be bome in mind that multiple agents
may have been taken.

If vomiting has not occurred spontaneously, it should be induced. Immediate gastric lavage
is also recommended. General supportive care, including frequent monitoring of the vital
signs and cose observation of the patient, is indicated. Hypotension, though unlikely, may be
controlled with intravenous fluids and levarterenol, or metaraminol. Do not use epinephrine
as hydroxyzine counteracts its pressor action.
WMMMymWMNTMOmWEDGMan
recommended in cases of hydroxyzine overdose.

There is no specific antidote. uuommuemmsmuhwwmlm
treatment of overdosage with hydroxyzine. However, if other agents such as barbiturates
have been ingested hemodialysis may be indicated. There is no practical
method to quantitate hydroxyzine in body fluids or tissue after its ingestion or administration.

For symptomatic relief of anxiety and tension associated with psychons

adjunct in organic disease states in which anxiety is manifested: in adutts, 50 to 100 mg
q..d; children under 6 years, 50 mg daily in divided doses and over 6 years, 50 to 100 mg
daily in divided doses.

For use in the management of pruritus due to allergic conditions such as chronic urticaria and
atopic and contact dermatoses, and in histamine-mediated pruritus: in adults, 25 mg t.id. or
q..d.; children under 6 years, 50 mg daily in divided doses and over 6 years, 50 to 100 mg
daily in divided doses.

As a sedative when used as a premedication and following general anesthesia: 50 to 100 mg
in adutts, and 0.6 mg/kg in children.

When treatment is initiated by the intramuscular route of administration, subsequent doses
may be administered orally.
:mummmmummmnmmmm

HOW SUPPLIED

Hydroxyzine Hydrochloride Oral Solution, USP (Syrup) 10 mg per 5 mL (teaspoonful) is a
colorless, peppermint-flavored syrup, supplied in 4 fl 0z (118 mL) and Pint (473 mL) bottles.
RECOMMENDED STORAGE

Store at 20° to 25°C (68° to 77°F) [see USP Controlled Room Temperature].

PROTECT FROM FREEZING

PROTECT FROM LIGHT

Dispense in a tight, light-resistant container as defined in the USP, with child-resistant closure.
Rx Only
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HYDROXYZINE HYDROCHLORIDE ORAL SOLUTION, USP (SYRUP)
10 mg/5 mL

Rx only
DESCRIPTION
Hydroxyzine hydrochloride is designated chemically as (x)-2-[2-[4-(p-Chloro-c-
phenylbenzyl)-1-piperazinyllethoxy)ethanol diydrochloride. Its structural formula is as follows:

* 2HO
O\/\o/\/m
Cp1Hy7CIN0, © 2HCI MW. 447.83

Inactive Ingredients for Hydroxyzine mmwmmwwnmm
0.5% (wv); liquid sugar; methylparaben; peppermint oil; propylene glycol; propylparaben;
wﬂmmmwmdlnmqmeGMndmmmquImdm
dihydrate for pH adjustment. The pH range is between 2.0 and 4.3.

CLINICAL PHARMACOLOGY
Hydroxyzine hydrochloride is unrelated chemically to the phenothiazines, reserpine,
meprobamate, or the berzodiazepines.

Hydroxyzine is not a cortical depressant, but its action may be due to a suppression of activity
imary skeletal

ydroxyzine is rapidly absorbed from
are usually noted within 15 to 30 minutes after oral administration.
INDICATIONS AND USAGE
For symptomatic relief of anxiety and tension associated with psychoneurosis and as an
adjunct in organic disease states in which anxiety is manifested.
Useful in the management of pruritus due to allergic conditions such as chronic urticaria and
atopic and contact dermatoses, and in histamine-mediated pruritus.

As a sedative when used as premedication and following general anesthesia, hydroxyzine
may potentiate meperidine and barbiturates, so their use in pre-anesthetic adjunctive

therapy should be modified on an individual basis. Atropine and other belladonna alkaloids
are not affected by the drug. Hydroxyzine is not known to interfere with the action of digitalis
in any way and it may be used concurrently with this agent.

The effectiveness of hydroxyzine as an antianxiety agent for long term use, that is more than
4 months, has not been assessed by dinical studies. The physician should
reassess periodically the usefulness of the drug for the individual patient.
CONTRAINDICATIONS

Oral hydroxyzine hydrochloride is contraindicated in patients with known hypersensitivity to
mmmmmwmmm,mlnmmmmmmumMm
hydrochloride or ine hydrochloride.
wmummnmwnpmmmm

Hydroxyzine, when administered to the pregnant mouse, rat, and rabbit, induced fetal

Until such data are available, hydroxyzine is contraindicated in early
umwuuwmmummmmm:mwmmmhn

Nursing Mothers: It is not known whether this drug is excreted in human milk. Since many
drugs are so excreted, hydroxyzine should not be given to nursing mothers.

PRECAUTIONS
mzmmmmmwormmmemnsmmmzmns
USED IN CONJUNCTION WITH CENTRAL NERVOUS SYSTEM DEPRESSANTS SUCH AS
NARCOTICS, NON-NARCOTIC ANALGESICS AND BARBITURATES. Therefore, when central
nervous system depressants are administered concomitantly with hydroxyzine, their dosage
should be reduced.
QT Prolongation/Torsade de Pointes (TdP): Cases of QT prolongation and Torsade de Pointes
have been reported during post-marketing use of hydroxyzine. The majority of reports
occurred in patients with other risk factors for QT prolongation/TdP (pre-existing heart
disease, electrolyte imbalances or concomitant arrhythmogenic drug use). Therefore,
hydroxyzine should be used with caution in patients with risk factors for QT prolongation,
congenital long QT syndrome, a family history of long QT syndrome, other conditions that
predispose to QT prolongation and ventricular arrhythmia, as well as recent myocardial
infarction, uncompensated heart failure, and bradyarrhythmias.
Caution is recommended during the concomitant use of drugs known to prolong the QT
interval. These include Class 1A (e.g., quinidine, meliullue)oraull (e.g., amiodarone,
sotalol) antiarthythmics, certain .., Ziprasidone, iloperidone,
quetiapine, dihmmnlzin),euhhmldqlmb(eo.,thn.Imm euﬁn

antibiotics (e.q., azithromycin, erythromycin, clarithromycin, gatifloxacin, moxifioxacin); and
others (e.g., pentamidine, methadone, ondansetron, droperidol).

Since drowsiness may occur with use of this drug, patients should be warned of this possibility
and cautioned against driving a car or operating dangerous machinery while taking
hydroxyzine. Patients should be advised against the simultaneous use of other CNS depressant
drugs, and cautioned that the effect of alcohol may be increased.

Geriatric Use: A determination has not been made whether controlled clinical studies of
hydroxyzine induded sufficient numbers of subjects aged 65 and over to define a difference in
response from younger subjects. Other reported clinical experience has not identified
differences in responses between the elderly and younger patients. In general, dose selection
for an elderly patient should be cautious, usually starting at the low end of the dosing range,
reflecting the greater frequency of decreased hepatic, renal or cardiac function, and of
concomitant disease or other drug therapy.

The extent of renal excretion of hydroxyzine has not been determined. Because elderly patients
are more likely to have decreased renal function, care should be taken in dose selections.
Sedating drugs may cause confusion and oversedation in the elderly; elderly patients generally
should be started on low doses of hydroxyzine and observed closely.

Acute Generalized Exanthematous Pustulosis (AGEP)

Mmmmmuﬂnalhamrinnonmmmm 4 serious
skin reaction characterized by fever and numerous small, superficial, nonfollicular, sterile
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Wockhardt USA, LLC at 1-800-445-4290.

Skin and Appandanu Oral nylhuyziw hydrochloride is
associated with Acute ized Exanthematous Pustulosis
(Asmmmedmminmmmm

Anticholinergic: Dry mouth.

Central Nervous System: Drowsiness is usually transitory
anmwlnammsdmmmmm

Cardiac System: QT prolongation, Torsade de Pointes.

OVERDOSAGE

The most common manifestation hydluxyzna overdosage
in the overdesage with

is hypersedation. As management of
wdmnnmwhbebumlnnlmmmthlemm"w

psychoneurosis and as an adjunct in organic disease states
in which anxiety is manifested: in adults, 50 to 100 mg q.i.d.;
children under 6 years, 50 mg daily in divided doses and over
6 years, 50 to 100 mg daily in divided doses.
Famlnnmmldmﬂmmt»dluwzwﬂm
such as chronic urticaria and
mhmmmmhmnﬂﬁamm«
q..d.; children under 6 years, 50 mg daily in divided doses and
over 6 years, 50 to 100 mg daily in divided doses.

As a sedative when used as a premedication and following
ge:smmusomwomuhmm,mosmm

When treatment is initiated by the intramuscular route of
administration, subsequent doses may be administered orally.

As with all medications, the dosage should be adjusted
according to the patient's response to therapy.

HOW SUPPLIED
mmmmmaoenmwwmus’m
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HYDROXYZINE HYDROCHLORIDE ORAL SOLUTION, USP (SYRUP)
10 mg/5 mL

Rx only
DESCRIPTION
Hydroxyzine hydrochloride is designated chemically as (+)-2-
[2-[4-{p-Chioro-c-phenylbenzyl)-1-piperazinyljethaxylethanol
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Inactive Ingredients for Hydroxyzine Hydrochloride Oral
Solution, USP (Syrup) are: mas%(wmuuw
methylparaben; peppermint oil;
propylparaben; mﬂlbdmunwmmol It may also
contain citric acid anhydrous or sodium citrate dihydrate for
pH adjustment. The pH range is between 2.0 and 4.3.

CLINICAL PHARMACOLOGY

Hydroxyzine hydrochloride is unrelated chemically to the

phenothiazines, reserpine, meprobamate, or the benzodiazepines.

I‘Iyd'o)uzlns Ismlaooﬂbddamml,hnﬂluﬂbnmw
a suppression of activity in certain key regions

apomorphine test and the veriloid test has been
demonstrated. Pharmacological and clinical studies indicate
Mmmwlnimucwuoedmmmm

the gastrointestinal tract and its clinical effects are
noted within 15 to 30 minutes after oral administration.

INDICATIONS AND IISAGE

For symptomatic reli and tension associated with
m&ﬂm md as an met in organic disease states
in which anxiety is manifested.

Ihsnllnmemmmmulolwlmduemdlem
ditions such as chronic urticaria and atopic and contact

dennmoen,mﬂhhhhnlm—medmdmﬂm

As a sedative when used as premedication and following

general anesthesia, hydroxyzine may potentiate meperi-

dine and barbiturates, so their use in pre-anesthetic

Atropine and other bel

the drug. Hydroxyzine is not known to interfere with the
action of digitalis in any way and it may be used concurrently
with this agent.

The effectiveness of hydroxyzine as an antianxiety agent for
long term use, that is more than 4 months, has not been
assessed by systematic clinical studies. The physician should
reassess periodically the usefulness of the drug for the
individual patient.

CONTRAINDICATIONS
o:u tmmvuns hydrochloride is contraindicated in patients
known hypersensitivity to llyumtyzhe hydrochloride
mliueh. and in patients with known hypsmﬂiﬂy to
cetirizine hydrochloride or hydrochloride.
Hydraxyzine is contraindicated in patients with a prolonged
QT interval.
Hydroxyzine, when administered to the pregnant mouse, rat,
and rabbit, induced fetal abnormalities in the rat and mouse
at doses substantially above the human therapeutic range.
auummhmanbemmnmmwemum
safely in early pregnancy. Until such data are available,
early pregnancy.
Hydmyzn;bwmlmummrpdlmmhawmm
a previous hypersensitivity to

WARNINGS
Keep out of the reach of children.

Nursing Mothers: Ilhnnluwnmmefmdmhex-
creted in human milk. Since many drugs are so excreted,
hydroxyzine should not be dven to nursing mothers.

PRECAUTIONS

THE POTENTIATING ACTION OF HYDROXYZINE MUST BE CON-

1A (e.g., quinidine, procainamide) or Class lll (e.g.,

amiodarone, certain antipsychotics

(e.g., zlmsidono iloperidone, clozapine, quetiapine,
omazine), certain

citalopram,
fluoxetine), certain antibiotics (e.g., azithromycin,
erythromyein, clarithromycin, gatifioxacin, mi ); and
:lll;;s (i 0., pentamiding, methadone, ondansetron,
Since drowsiness may occur with use of this drug, patients
should be wamed of this possibility and cautioned against
driving a car or operating dangerous machinery while taking

hydroxyzine. Patients should be advised against the
simultaneous use of other CNS depressant drugs, and
enulmailmtﬂnmwlcdumaybemm

Geriatric Use: A determination has not been made

of
function, and of concomitant disease or oﬂmm

The extent of renal excretion of hydroxyzine has not been
determined. mwmmlmnmelmmhm
mwm care should be taken in dose

Side effects reported with the administration of hydraxyzine

hydrochloride are usually mild and transitory in nature.
Call your doctor for medical advice about side effects. You
may report side effects to FDA at 1-800-FDA-1088 or
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