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Clobetasol Propionate Ointment USP, 0.05%
Rx only

FOR TOPICAL DERMATOLOGIC USE ONLY

NOT FOR OPHTHALMIC, ORAL OR INTRAVAGINAL USE.

DESCRIPTION:

Ciobelasol propionale ointment USP contains the aclive
compound clobetasol propionate, a synthetic corticosteroid,
for topical dermatologic use Clobelasol, an analog of
prednisolone, has a high degree of glucocorlicoid aclivity and
aslight degree of mineralocorlicoid aclivity

Chemieally, clobetasol propionete is (118, 160 -2 -chlora-8-

fluoro-11-byclroxy-16-methyl-17-(1 -axopropoxy |- pregna- 1 4

dhene-3, 20-dipne. and it has the following structural formula:
CH,CI

Clobelasol propionate has the empirical formula C_.H, CIFO.
and a molecular weight of 467 ILis a while to cream-colored
crystalline powder insoluble in water

Clobelasol propionate ointment USP, 0.05% contains
clobetasol propionale 0 5 mg/g in a base of propylene glycol,
sorbitan sesquioleale, and while pelrolaium

CLINICAL PHARMACOLOGY:

Like other topical corticosteraids, clobetasol propionate has
anti-inflammatory, anliprurilic, and vasoconslrictive
properties The mechanism of the anli-inflammalory activity of
lhe topical steroids, in general, is unclear However,
corticosteroids are lhoughl lo act by lhe induclion of
phospholipase A, inhibilory proteins, collectively called
lipocortins it is poslulated lhat these proleins contral lhe
biosynlhesis of poleni mediators of inflammation such as
prostaglandins and leukotrienes by inhibiting the release of
lheir common precursor, arachidonic acid. Arachidonic acid is
released from membrane phospholipids by phospholipase A,

Pharmacokinetics : The extent of perculaneous absorption
of topical corlicosteroids is determined by many [actors,
including the vehicle and the integrily of the epidermal barrier
Occlusive dressing with hydracorlisone for up 1o 24 hours has
nol been demonstrated to increase penelralion; however,
occlusion of hydrocortisone for 96 hours markedly enhances
penelration. Japical corlicosleroids can be absorbed from
normal inlact skin Inflammalion and/or other disease
processes in lhe skin may increase perculaneous absorption

Studies performed wilh clobetasol propionale ointment
indicate that it is in the super-high range of polency as
compared with other topical corlicosleroids

INDICATIONS AND USAGE:

Clobelasol propionate ointment USP, 005% is super-high
polency corlicosleroid farmulalions indicated for the relief of
the inflammatory and pruritic manifeslations of corlicosteroid-
responsive dermaloses Trealmenl beyond 2 conseculive
weeks is not recommended, and lhe lotat dosage should nol
exceed 50 g/week because of the polential for the drug to
suppress lhe hypothalamic-pituitary- adrenal (HPA) axis Use
in pediatric patienls under 12 years of age is not
recommended

As with ather highly active corticosleroids, therapy should be
discantinued when contiol has been achieved. It no
improvement is seen wilhin 2 weeks, reassessment ol lhe
diagnosis may be necessary.

CONTRAINDICATIONS:

Clobelasol propionale cinimenl is contraindicated in lhose
patients with a history of hypersensilivily to any of lhe
componenls ol the preparations

PRECAUTIONS:

General:

Clobetasol propionate ointmenl USP, 0 05% should not be
used in lhe treatment of rosacea or perioral dermatilis, and
should not be used on lhe face, groin, or axillae

Syslemic absorption of lopical corticosteroids can produce
reversible HPA axis suppression wilh the polential for
glucocorlicosteroid insufficiency afler withdrawal from
freatment. Manifestalions of Cushing's syndrome,
hyperglycemia, and glucosuria can also be produced in some
patients by syslemic absorption of topical corticosteroids
while on therapy

Patients applying a topical sleroid to a large surface area or to
areas under occlusion should be evaluated periodically for
evidence of HPA axis suppression This may be done by using
the ACTH stimulation, A M plasma corlisol, and urinary free
corlisol tesls. Palients receiving super-polent corlicosleroids
should not be treated for more than 2 weeks at a time, and only
small areas should be lrealed at any one lime due to lhe
increased risk of HPA suppression

Clobelasol propionale oinlment produced HPA axis
suppression when used al doses as low as 2 g/day for 1 week
in palienls witlheczema

If HPA axis suppression is noled, an altemp! should be made
{o wilhdraw the drug, lo reduce the Irequency ol application, or
to substilute a less potent carticosteroid. Recovery of HPA axis
{function is generally prompl upon discontinuation of topical
corlicosteroids. Infrequenlly, signs and symploms of
glucocarticosteroid insufficiency may occur that require
supplemental systemic corlicosleroids. For information on
syslemic supplemenlalion, see prescribing information for
those products

Pediatric patients may be more susceptible lo systemic toxicity
from equivalent doses due to their larger skin surface to body
mass ralios (see PRECAUTIONS: Pedialric Use)

If irrilation develops, clobetaso! propionate ointment should
be discontinued and appropriale (herapy insliluled Allergic
conlact dermalitis with corticosteroids is usually diagnosed by
observing a failure to heal rather than noling a clinical
exacerbalion as with mosl lopical producls not containing
corticosleroids Such an observalion should be corroboraled
wilh appropriate diagnoslic palch lesling

If concomilant skin inflections are presenl or develop, an
apprapriale antifungal or antibacterial agent should be used
If a favorable response does nol occur promplly, use of
clobelasol propionale ointmenl should be disconlinued unlil
1he infeclion has been adequalely conlrolled

Information for Patients: Palients using lopical
corlicosteroids should receive the following information and
inslructions:

1. This medicalion is lo be used as direcled by the
physician It is for external use only Avoid contact with
the eyes
This medicalion should not be used for any disorder
other than that for which it was prescribed
The lreated skin area should nol be bandaged,
otherwise covered, or wrapped so as lo be occlusive
unless direcled by (he physician
Palienls should report any signs of local adverse
reaclions to lhe physician
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o

Laboratory Tests : The following tests may be helplul in
evalualing palienls for HPA axis suppression:
ACTHslimulalion lesl,

A M plasma cortisol test,

Urinary free corlisol lesl
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Carcinogenesis, Mutagenesis , Impairment of Fertility:
Long-term animal sludies have not been perfurmed to
evaluate the carcinogenic polential of clobetasol propionale.
Studies in lhe ral following subculaneous adminisiration at
dosage levels up to 50 mcgikg per day revealed lhal the
females sxhibited an inorease In the number of resorbed
embryos and a decrease in lhe number of living letuses al the
highest dose Clobelasol propionale was nonmulagenic in 3
differenl lest syslems: lhe Ames test, the Saccharomyces
cerevisiae gene conversion assay, and the E coli B WP2
flucluation tesl

Pregnancy: Teratogenic Effects:

Corticosleroids have been shown to be leratogenic in
laboratory animals when adminislered syslemically al
relalively low dosage levels Some corlicosleroids have been
shown to be teralogenic after dermal applicalion to Iaboratory
animals Clobelasol propionale has nol been tesled for
leratogenicity when applied topically; however, it is absorbed
percutaneously, and when administered subculaneously it
was a significant teralogen in bolh the rabbil and mouse.
Clobelasol propionale has greater leralogenic potenlial lhan
steroids that are less potent

Teratogenicity studies in mice using the subculaneous route
resulted in felotoxicity at he highest dose tesled (1 mg/kg)
and teratogenicily al all dose levels tested down lo 0.03
mg/kg These doses are approximately 1 4 and 0 04 limes,
respeclively, the human topical dose of clobelasol propionate
ointmenl. Abnormalilies seen included cleft palale and
skeletal abnormalities

Inrabbits, clobetasol propionate was teralogenic al doses of 3
and 10 mcg/kg These doses are approximalely 0 02 and 0 05
times, respeclively, the human topical dose of clobetasol
propianate ointmenl Abnormalities seenincluded clef palale,
cranioschisis, and other skelelal abnormalities There are no
adequate and well-controlled sludies of the leratogenic
polential of clobetasol propionale in pregnant women
Clobelasol propionate ointment should be used during
pregnancy only if lhe polenlial benefit justifies the polential
risk to the felus.

Nursing Mothers : Systemically administered corlicosteroids
appear in human milk and could suppress growth, inlerfere
with endogenous corlicosteroid produclion, or cause olher
untoward effects It is not known whether lopical
administration of corticosteroids could result in sufficient
syslemic absorption to produce deleclable quanlilies in
human milk. Because many drugs are excreled in human
milk, caulion should be exercised when clobetasol propionale
ointmentlis administered lo a nursing woman

Pediatric Use: Safely and effectiveness of clobetasol
propionate oinlment in pediatric palienls have nol been
established. Use in pedialric palients under 12 years of age is
nol recommended Because ol a higher ralio of skin surface
area to body mass , pedialric patients are al a greaterrisk lhan
adulls of HPA axis suppression and Cushing's syndrome
when they are Ireated wilh lopical corticosleriods They are
therefore also al greater risk of adrenal insufficiency during or
after wilhdrawal of trealment Adverse effecls including slriae
have been reported wilh inappropriale use of lopical
corlicosteroids in infants and children

HPA axis suppression, Cushing's syndrome, linear growlh
retardalion, delayed weighl gain, and inlracranial
hypertension have been reporled in children receiving lopical
corlicosteroids. Manifestations of adrenal suppression in
children include low plasma corlisol levels and an absence of
response to ACTH slimulalion. Manifeslations of intracranial
hypertension include bulging fontanelles, headaches, and
bilateral papilledema

Geriatric Use:

Alimited number of patienls at or above 65 years ol age have
been treated with clobelasol propionate aintment (n = 101) in
US and non-US clinical trials. While the number of patients is
too small lo permil separale analysis of efficacy and safely,
the adverse reactions reporled in this populalion were similar
to lhose reported by younger patients Based on available
dala, no adjustment of dosage of clobetasol propionate
ointment in gerialric patients is warranted

ADVERSE REACTIONS:

In controlied clinical trials, lhe mosl frequent adverse evenls
reporled for clobetasol propionate ointmenl were burning
sensalion, irrilation, and ilching in 0 5% of Ireated palients
Less frequent adverse reactions were slinging, cracking,
erylhema, folliculitis, numbness of fingers, skin atrophy, and
telangieclasia

Cushing's syndrome has been reported in infanls and adults
as a result of prolonged use of lopical clobelasol propionale
formulations

.
The following additional local adverse reaclions have been
reporled wilh topical corticosleroids, and they may occur
more frequently with |he use of occlusive dressings and
higher patancy corlicostemids. Thess reaclions s [lstsd in
an agproximalaly decreasing order of occurrence! dryness,
acneitomm eruplions, hypopigmentation, pericral dermatills,
allergic contact dermatitis, secondary infection, irritation,
striae, and miliaria.

To report SUSPECTED ADVERSE REACTIONS, contact
Encube Ethicals Private Limited at 1-833-285-4151 or FDA
at1-800-FDA-1088 or www.fda.gov/imedwatch

OVERDOSAGE:

Topically applied clobelasol propionate ointment can be
absorbed in sufficienl amounts to produce syslemic effects
(see PRECAUTIONS)

DOSAGEAND ADMINISTRATION:

Apply a thin layer of clobetasol propionate ointment {o the
affected skin areas Iwice daily and rub in genlly and
completely (See INDICATIONS AND USAGE.)

Clobetasol propionale oinlmenl are super-high potency
topical corlicosteroids; therefore, ireatment should be
limited to 2 consecutive weeks , and amounts greater
than 50 g per week should not be used.

As with olher highly active corlicosleroids, therapy should be
discontinued when conlrol has been achieved If no
improvemenl is seen within 2 weeks, reassessment of
diagnosis may be necessary

Clobetasol propionate ointmenl should not be used with
occlusive dressings

Geriatric Use: In sludies where geriatric palients (65 years of
age or older, see PRECAUTIONS) have been lrealed wilh
clobelasol propionale oinlment, safety did nol differ from that
in younger patients; therefore, no dosage adjustment is
recommended

HOW SUPPLIED:

Clobelasol Propionale Oinlment USP. 0 05% is supplied in:

15g lube (NDC 21922-017-04)
30 g lube (NDC 21922-017-05)
45glube (NDC 21922-017-06)
60 g lube (NDC 21922-017-07)

Store at conlrolled room lemperalure 15°-30°C {59°-86°F)
DO NOT REFRIGERATE

Manufaclured by:

Encube Ethicals Pvt.Ltd

PlotNo C-1, Madkaim Induslrial Estate, Madkaim,
Post: Mardol, Ponda, Goa- 403 404, India

Dislributed by:

Encube Ethicals, Inc

200 Meredilh Avenue, Suite 101A
Durham,NC 27713 USA
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