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HYDROXYZINE HYDROXYZINE
HYDROCHLORIDE  |HYDROCHLORIDE
ORAL SOLUTION, ORAL SOLUTION,
J
USP 10 mg/5 mL USP 10 mg/5 mL
EACH 5 mL (TEASPOONFUL)
CONTAINS:
Hydroxyzine Hydrochloride, USP ... 10 mg
[ Lo L [ —— 05%
o Inactive Ingredients: citric acid,
GOALTEST phAraceuTALS B e
HUNTSVILLE, AL 35811 benzoate, sodium citrate, sucrose.
4.1250" | sosszso 1310 for fll prescribing nformation, |
DISPENSE in a tight, light-resistant
container as defined in the USP.
STORE at 20° to 25°C (68° to 77°F) [see
USP Controlled Room Temperature].
WARNING: Keep this and all
medications out of the reach of children.
“l |‘|I I| “ |I ’l’ ‘ ‘ For oral use only
$0603-1310-58 ¢ Rx only
NET: 1 PINT (473 mlL)
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16 oz. Hydroxyzine HCl OS, USP
Front OF. HyCroxyzine

| 5.0305" >

over 6 years, 50-100 myg daily in divided dosss. -
For usa in the management of pruritus dus to Lift Here V
allergic conditions such as chroni: urticarta, and

atorlgc.gnd contact dermatoses, and in . NDC 0603-1310-58
hi ine-mediated pruritus: in adults, 25 mg ti.d.

g%gﬁgmm&%m&v o“m?&u i HYDROXYZINE
e Ry HYDROCHLORIDE
and 0.6 mg/kg in children.

S e ORAL SOLUTION,
As':;h a:l( me%[i:a':}ons. the dosage should be “sp 10 mgﬂ-) mL

adjusted according to the patient's response to
therapy.

HOW SUPPLIED _

Hydroxyzine HCI Oral Solution EACH 5 mL (TEASPOONFUL)

10 myg per teaspoon (5 mL): CONTAINS:

160z bottles (473mL)  [NDC 0603-4210-58] m‘m Hydrochlcride, Us”d;‘z e
- Alcohol Contant - Ethyl Alcohol - 0.6% wiv Inactive Ingredients: citric acid,
o Manufactured for: peppemint and spearmint flavoring,
[Tp) QUALITEST PHARMACEUTICALS menthol, purified water, sodium
o~ Huntsville, AL 25811 benzoate, sodium citrate, sucrose.
- Rev 4/14 USUAL DOSAGE: See package insert
<t for full prescribing information.

DISPENSE in a tight, light-resistant
container as defined in the USP.

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

WARNING: Keep this and all
medications out of the reach of children.
For oral use only

Rx only
NET: 1 PINT (473 mL)
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HYDROXYZINE HYDROCHLORIDE
ORAL SOLUTION, USP

Rx only
DESCRIPTION

T{J%Er'é%mm i) +|zusmn‘am'rnnuxy)a

piperazing dlhydmch lorida, wi ollowing structurec

I * 2HCI

‘ O\/\o/\/""

cl

Molecular formuks: Cy¢HzCINZ0, « HCI MVi.= 44783
Each 5 mL (t oonful), for oral administration, contains:

m rochloride 10 mg, ethyl alcohol 0.5% VA,
d, parmfmlm and spearmint flavoring, menthol,
pui ed vmar sodium benznm sodium , SUCr0sa.

CLINICAL
nm ms rasup ine, meprobamata, or

Hydmxyzinu HCI Oral Solution is not a conlcal depressant,
but its action may be due to a suj rgprss jon of activity in
cartain key regions of the subcortical area of the central
nenvous sy&mm Primary skaletal muscle ralaxation has
been demonstrated n)smirnarrully Bromnodlhmr activity,
and antihistaminic and analgesic effects hava bean
demonstrated experimantally and conﬁnnad clinically. An
antismetic effect, botll by the gggmorghlm tast and the

josage does not incraase gastric sacretion or aci

most casas has mikd antisecreto 7
rapidly absorbed from tha intestinal lracl ani
Hydroxyzine HCI Oral Solutt on s clinical effects are usually
noted within 15 1o 20 minutes after oral administration.
III)lCl IND USAGE
For symptomatlc relief of ardety and tension associated
with psychoneurcsis and as an ag]uncl inorganic disease
statas in which anisty is

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 sadative when used as premedication and following

jeneral anesthasia, Hydraxyzi tentiate
gl eridine (n.mum)mm.m'iu 50 their usa in

Im-amslnm a!kmﬂve mm& should be medified on an
or belladonna alkaloids ara

individual basis. Atropine and
not affacted by the drug. Hydroxyzine is not known to

MACOLOGY
Hydr ns HCI Oral SOILnlon Is unrelated chﬁrnlmllym the

Jinical studies indicat that xyzing in ther wbg'wand
clinic: las in roxyzing in
dosay m%‘ﬂyand in

intarfera with the action of digitalis in any way, and it

may be usad concurrently with this cn

The of

agent for Iong tarm use, that is mora than 4 months,
ias not systematic clinical studias.

Tho physlcian should reassess periodically the

usafulnass oi the dn.n for the individual patient.

Oml m lne hydrochlorida is contraindicated in
wnﬁ ensitivity to hydroxyzine
R;dmm loride produc&m in patiants with known

catirizine

levocatirizing hydrochloﬂda
Hydroxyzina, when administared to the pragnant
mousa, rat, and rabbit, Inducodfml amormalmes in
the rat and mouse at dosas substant l[y
human tharapeutic range. Clinical data in human
beings ara inadequata to establish safaty in
pragnancy. Until such data are availabla, hydlwyzins is
contraindicatad in oarly pragnancy.
wroxyzins is contraindicatad for patients who have

own a pravious hypersensitivity to it.
WARNINGS
Nursing Mothers: It is nat known whether this drug is
axcreted in human milk. Sinca many drugs are so
ex&r#m hydraxyzine should not be given to nursing
mothers.

PR ECAUTIONS
THE POTENTIATING ACTION OF HVDROXYZINE MusT
BE CONSIDERED WHEN THE DRUG
CONJUNCTION WITH CENTRAL NERVOU SVSTEM
DEPRESSANTS SUCH AS NARCO
NON-NARCOTIC ANALGESICS, AND BARBITURATES
Therafore, when cantral nervous ! tam depressant:
are adm In\slmd conmmnamvy hydroxyzing, lrmr
dosage should be raduced.
Since drowsinass rmy occur with usa of this drug,
pationts should ba wamed of this possibility and
cautionad againgt driving a car or operating dangerous
machinary whila takin T’y ina HCI Oral Solution.
Patients should be ai against the simultansous
usa of other CNS deprassant drugs, and cautioned that
the effact of alcohol may be increased
Geriatric Use: A determination has not bean made
whather controlled clinical studies of Hydroxyzine HCI
Oral Solution included sufficient numbers of subjects
aged 65 and over to define a difference in response
from younger subjacts. Other reportad clinical
axperienca has not identified differances in responses
between the alderly and oun jor nanents In general,
dosa sebcﬂon for an oldol wmm ould ba
cautious, usually starting at the low and 01 the dosing
rangs, reflacting the nmr frequency of decreasad
apatic, renal or cardiac function, and of concomitant
diseasa or other drug therapy.

The axtent of renal axcration of Jdmxyz)m HCI Oral
Solution has nct been detarmined. Becausa elderly
patiants are more likaly to have dec

function, care should be taken in dnso sdmmns

Sadating drugs may cause comuslon and ovnr
mlon intha elderly; aldarty pati rally
should be started on low doses ol Hyd roxyzinu HCI
Oral Solution and observed closaly.
lll'ERSE REAC TIONS

HP with the administration of
Hydruxyzlna (I Oral Solution ara usually mild and
transitory in nature.
Anticholinergic: Dry mouth.
Central Nervous System: Drowsiness is uwally
transitory and may disappear in a fow d:
continued therapy or upon reduction of t dn
Involuntary motor including rara instances of
mrnoran convulsios 9 bean rs om;d usually

dosass consldomb hlghar than
reoommnnded Clinically significant losplratory
gopnsslon has not been reportad at recommeanded
oses,
Skin and ndages: Oral hydroxyzine
I'rydnx:hlo is associated with fixed drug eruption
in postmarkating reports.

w:nmsms
The most common manifestation of Hydro) ne HCI
Oral Salutbnr{ o}mrdme is hyparsedation.

managemel drug, ﬂshould
moma in mind that m pla aqoa:l'é baen

If vomiting has nat occurred spontanaously, it
should be induced. Immediata gastric kvage is also
recommended. General suppt care, including
fraquent monitoring of the vllal signs and close
observation of the patient, is indicated. Hypotansion,
thouuh unIIkn ly, may ba controlled with Imrmnous
ﬁul‘ls and LavnBr:)o (levartoranol), or Aramine®
meataraminol). Do not usa eplnephrlna as
Hydrmtyzine HCI Oral Solution countaracts its
pressor action.
Thera is no smlﬁc anmota It Is doubtful that
hemodialysis would ba of any valua in the treatment
of werdosagn with %dro ina. Howaver, if other
agents such as barbi have been inge:
ooncomlmnt , hamodialysis may be indicated. Thare
is no practical ical mathod 10 quantifate hydroxyzine in
bnd{ fluids orllssue aﬂnr its ingestion or

DBSAGE All) AMIIIIS'I'IIATI
For symptomatic relief of arodiety and tension
with psychonnuﬁshb ar’igﬂ? an adjunctin

assodiated

organic disaase states i
manifostad: in aduts, 50-100 ]
under 6 yaars, 50 my daily in divi add
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