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over 6 yaars, 50-100 mg daily in divided dosas.

For usa in the management of pruritus due to

alkergic conditions such as chronic urticarka, and

atlg&ﬁ]and 0} 0ses, and in

hi ine-mediated pruritus: in adults, 25 myg ti.d.

or q..d.; childran undar 6 years, 50 mg dailyin

divided doses; and over 6 years, 50-100 mg daily in

divided doses.

As a sadative when used as a premedication and

following general anesthesia: 50-100 mg in adults,

and 0.6 mg/g in children.

When treatment is initiated by the intramuscular

routs of administration, subsequent doses may be

administered orally.

As with all medications, the dosage should be

talfiustad according to the patient's response to
arapy.

HOW SUPPLIED )
Hydroxyzine HCI Oral Solution
10 my per teaspoon (5 mL):

16 0z. bottles (473 mL) [NDC 0603-1310-58]
Alcohol Content — Ethyl Alcohol — 0.5% wiv
Manufactured for:

QUALITEST PHARMACEUTICALS
Huntsville, AL 25811
Rev4/14
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HYDROXYZINE

HYDROCHLORIDE
ORAL SOLUTION,
USP 10 mg/5 mL

EACH 5 mL (TEASPOONFUL)
CONTAINS:

Hydroxyzine Hydrochloride, USP ... 10 mg
L —— 05% viv
Inactive Ingredients: citric acid,
peppemint and spearmint flavoring,
menthol, purified water, sodium
benzoate, sodium citrate, sucrose.
USUAL DOSAGE: See package insert
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)

Qualitest’

|

Page #5

< 1.5935" ->|<—

1.6560" —D|<— 1.7810" —DI

Page #6

Cover
(Page #1)

(b) (4)



(b) (4)

Qualitest Pharmaceuticals
16 oz. Hydroxyzine HCI OS, USP

Reference ID: 3506838

Back

5.0305"

.

%

4.1250"

HYDROXYZINE HYDROCHLORIDE
ORAL SOLUTION, USP

Rx only
DESCRIPTION
; chemically as

1-{p-chlorobe d |¢2
pg-r:zln::ilhnygrgch) ! &mTWMnasnumm

O * 2HO
'
o O K/"\/\o/\/oH

Molecular formuks: CogHpGINOp +2HCI ML= 44783

Each 5mL (t oconful), for oral administration, contains:
rochloride 10 mg, a alcohol 0.5% VA,

Hydroxyzine HCI Oral Solution s not a cortical depressant,
but its action may be due to a suppression of activity in
cartain key regions of the subcortical area of tha central
nervous systam. Primary skaletal muscle ralaxation has
been demonstrated experimentally. Bromhodllmoracﬁmy
and antihistaminic and analgesic effects have bean
demonstrated experimantally and conﬂnmd cllnlalty
antismetic effect, both by the apomorphina test and the
varibid test, has been demonstrated. Pharmacological and

noted Vlllhln 15 to 30 minutes after oral administration.

INDICATIONS AND USAGE

For symptomatic relief of arodety and tansion associated
with psychoneurcsis and as an ag]unm in organic disease
statas in which anxiety is manife:

Useful in the managemant of pruritus due to allergic
dermatoses, and in histamine-mediated pruritus.
As a sadative when used as uemodkatbn and following

general anasthasia, m may potentiate
meperidine (Domu ) :ni haﬂmmlu. 50 their usa in

not affactad by the drug. Hydroxyzine is not known to

clinical studias indicate that hﬁmxyzlne Intbem%o"y d "
and in

conditions such as chronic urticaria and atopic and contact

pra-anesthatic ra%shonu be modified on an
Individual hasls ronlm and other belladonna alkaloids ara

intarfare with tha action of digitalis in any way, and it

may be usad concurrently with this ag

The of

aaent for long tarm use, that is more lhan 4 months,
systematic dlnlcal studbs.

Tho physician should reassess periodically the

usafulness of the drug for the individual patient.

CONTRAINDICA!

Oral hydrax: Ine hydrochlorida is contraindicated in

rsensitivity to hydraxyzing
ﬁ;dmchlmimpmdl.m%ﬁ M!y m’?n kn%wn

atirizine transitory in nature.
lovocetirizing hydrochbndo Anticholinergic: Dry mouth.
Hydroxyzina, whm admlnlmrod to the pregnant Central Nervous St Drowsiness is usuall
mousa, fat, and rabbit, induced fetal abnormalites in tmrskoryandnwympsarl W dns of

the rat and mouse at dusas s bstamhlvly above the
human therapautic range. Clinical data in

belngs are Inadequma 1o establish safaty in

p . Until such data are availabls, hydrm(yzlm is
co mI catad in oarly pregnancy.

Hydroxyzine is contraindicatad for pmbnts who have

acid, peppermmt and spearmint , manthol,
purﬂled water, sodium benzoats, sodium , SUCroea, vn a provious Iyparsamsiivly to dosan,
wmms Skin and :?rrlqu Oral hmmxyzlne
CLINICAL PHARMACOLOGY rsing Mothers: It is not known whether this drug is hydmchl s associated with fixad drug eruption
Hly'nunut ; a?j‘rn!‘sc'r&r:!lsﬁglammofou nrelatad 0""'"“2%' to the oxcretod In human ik Since many drugs are so postmarkating reports.
banm diazopl by d bamats, o uxg{#od hydraxyzine should not be given to nursing WEmmE

POTHITIATING ACTION OF HYDROXYZINE MUST
BE COMSIDERED WHEN THE DRUG IS USED IN
CONJUNCTION WITH CENTRAL NERVOUS SYSTEM
DEPRESSANTS SUCH AS NARCOTICS,
NON-NARCOTIC ANALGESICS, AND BARBITURATES
Therafore, when cantral nervous s{smm dapressant:
aro administered concomitantly with hydroxyzing, thnlr
dosage should be raduced.

Since drowsiness may occur with usa of this drug,
‘%";2:‘,.2;",,‘,".&’%:‘,2@,3; o patients should be wamed of this possitilty and fluids and Levopheds (evartarenol), or Araming®
rapidly absol ntestinal ti cautionad against dmlrﬂya car or operating dan*emus (metaraminol). Do not usa epinephrina as
Hydroxyzine uc| Oral Solut?:n 's clinical gﬁm aro usually manhlna wnlle takir dr no HCI Oral Solution. Hydroxyzine HCI Oral Solution counteracts its

Patia m: should be the simuttansous
usa of other CNS doprassant 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 diffarence in response
from unger subjects. Other reportad clinical
experienca has not identified differances in responses
batwaen the eldarly and oungor paﬂents Ingeneml
dosa salkction foran ol ra? gaﬂnm
cautious, usually starting at the low end oﬂm dosing
ranae refloctlnn the mmr frequency of decreasad
hepatic, ranal or cardiac function, and of concomitant
diseasa or other drug therapy.

The axtent of renal excration of Hydroxyzine HCI Oral
Solution has nat been detarmined. Because alderly
patiants ara mora likaly to hava decraased renal
function, care should be taken in dose selections.

Sadating drugs may cause confusion and over
sedmlon inthe uldodr alderly patients genarally

ould be start doses of Hydroxyzine HCI
Oml Solution and observed closaly.

lﬂ'ERSE REAC ONS
I-P with the administration of
Hydrmydne CI Oral Solution ara usually mild and

oontinued ﬂnw or upon reduction of the dosa.
Involun r ncluding rare Instancos of
tremor and convulsions have besn reportad, usually
with dosas considerably higher than those
recommended. Clinically significant respiratory
deprassion has not been reportad at recommanded

The most common manifestation onydlo no HCI
Oral Solution ovonmwe is mm in th

managemant of overd with any druo it should
'k::kEnma in mind that mi pln agents may have baen

If vomiting has not occurred spontanaously, it

should be Inducad. Immediata gastric lavage is also

recommended. General supp care, incuding

ﬁwuent monnnring of the vital signs and closs
bservation of the patient, is indicated. Hypotansion,

thouuh unlikely, may be controlled with intravenous

pressor action.
Thera is no spoclﬁc antidota. Itis doubtful that
hemodialysis would be of any valua in the treatment
of overdosage with rmldmxynnu Hcmver if other
agents such as barbi have been ingasted
concomitantly, hemodialysis ma ba Indlatnd Thsro
is no practical rnwmclqu's uhyd ing in
bod¥ fiuids onhsueaﬂw ingestion or

DOSAGE AII) Anmnsmlm

For symptomatic relief of arodety and tension
associated with psychoneurcels and as an adjunctin
organic disaase states in which anxaty is
manifestad: in adults, 50- 100 q.1.d.; children
under 6 yaars, 50 myg daily in divi ed dosas; and
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