


ALCLOMETASONE DIPROPIONATE LOTION 0.05%

For Darmatelogic Use Onty-—
Not for Ophthatmic Use,

DESCRIPTION

Aiciometasone Diprapicnate [ation, 0.05% containg alclometasone dipropionate
{7a-chiorp-1 1[5.1?,21-trihydroxy—16a-me1hylpregna-1 A-tiene-3,20-dione 17.21-
dinropionate). a synthetic corticosteroid for topical dermatologic use. The carticos-
teroids constitute a class of primarity synthetic steroids used topicaily as anti-
inflammatory and antipsuritic agents.

Chemicatly, alclometasone dipropionate is CogHa7CI07. It has the following struc-
tural farmyla;

Aiclometasane dipropionate has the molecular m!)eight of 521. It is a white powder,

cHofCHGH,

insoluble in water, slightly sofuble in propylene glycol, ang moderately soluble in
nexylene glycol.

Each ml contains 0.5 mg of alclemetasone dipropianate in a lotion onsisting of
steary! alcohol, cetyl aicohol, glyceryl monostearate, sorbitan monopalmitate,
mineral oil, purified water, monobasic sodium phosphate, phosphoric acic,
palysarbate 20, simethicone and gropylene glycol,

GLINICAL PHARMACOLGGY

Like ather topical corticostercids, alciometasone dipropianate has anti-inflam-
matary, antipruntic, and vasoconstrictive properties. The mecharism of the
anti-inflammatory activity of the topicat stesoids, in general, is unclaar.
However, corticostercids are thaught to act by the induction of phospholipase
A inhibitory proteins, collectively called lipacortins, It is postulated that these
proteins contral the biosynthesis af potent mediators of inflarnmation such as
prostaglandins and leukatrienes by inhiiting the ralease of their comman precur-
sar, arachidonic acid. Arachidenic acid is released from membrane phospho-
lipids by phospholipase Ag.
Pharmacokinatics: The ex?ent of percitaneous absorption of topical corticos-
teroids is detarmined by many factors, including the vehicle and the integrity of the
epidermal barrier. Occlusive dressings with hydrocortisane for up te 24 hours have
net been demonstrated to increase penetration; however, occlusion of hydracerti-
sore for 96 hours markedly enhances penetration. Topical corticosteraids can
be absarbed from normal intact skin. Inflammation and/ar other disease process-
es in the skin may increase percutanecys absorption. A study wilizing a radiota-
beled alclometascne dipropionate ointment formulation was perfarmed to measure
systemic absorption and excretion. Resuhs indicated that approximately 3% of the
steraid was absorbed during 8 hours of contact with intact skin of normal volua-
teers.

Studies parformed with alclometasone dipropienate indicate that these products
are in the low to medium range of potency as compared with other topical corticos-
teroids.

INDICATIONS AND USAGE

Alclometasone Dipropionate Lotion, 0.05% is a low to medium petency cortics-
teroids indicated for the refief of the inflammatary and pruritic manifestations of
corticosternid-responsive dermatoses. Alclometasone Dipropionate Lotion, 0.05%
may be used in pediatric pattents 1 year of age or oider, although the safety angd
efficacy of drug use for longer than 3 weeks have not heen established (see PRE-
CAUTIONS: Pediatric Use), Sirce the safety and efficacy of Alclometasone

R only

Dipropranate Lation, 0.05% has not been established in pediatric patients below
1 year of age, their use in this age-group is not recommended.
CONTRAINDICATIONS
Arclometasone Dipropionate Lotien, .05% is contraindicated in thase patients
with a history of hypersensitivity to any of the components in these prepara-
tions.
PRECAUTIONS
Genaral: Systemic absorption of topical corticosteroids can produce reversihle
hypothalamic-pituitary-adrenal (HPA) axis Suppression with the potential for glu-
cocorticosternid insufficiency after withdrawat of treatment. Manifestations of
Cushing syndrome, hyperglycemia, and glucosuria can also be preduced in some
patients by systermc assorption of topical corticosteroids while on treéatment,
Patiertts applying a topical steroid to a large surtace area or to areas unders ccclu-
sion shauid be evaiuated periodically for evidence of HPA axis suppression, This
may be done by using the ACTH stimulation, A.M. plasma cartisol, and urinary
fras cortisod tests.
The effects of alclometasone dipropionate on the HPA axis have been evaluated.
In one study, alclometasone diprapionate was appiied to 30% of the body twice
daily for 7 days, and oeclusive dressings were used in selected patients either 12
fours ar 24 hours daily. In another study, aiciometasone dipropionate was
applied to 80% of the body surface of normat subjects twice daily for 21 days
with daify 12-hour perieds of whale body occlusion. Average plasma and uri-
nary free cortisol leveis and urinary leveis of 17-hydroxysteroids wers
decreased (about 10%), suggesting suppression of the HPA axis under these
conditions. Plasma cortisof levels have also been demonstrated to decrease in
pediatric patients treated twice daily for 3 weeks without cectusion,
If HPA axis suppressign is noted, an attempt should be made tc withdraw the drug,
ta reduce the frequency of application, or to substitute 2 less potent corticostercid,
Recavery of HPA axis tunction is generally prompt upan discontinuation of topical
corticasteroids. nfrequently, signs and symptoms of glucocorticosteroid instiffi-
ciency may occur, requiring supplemental systemic corticostercids. For informa-
tion on systemic suppiementation, sae prescribing information for those prog-
ucts.
Pediatric patients may be more susceptibie to systamic toxicity from equivalent
dases due to their larger skin surfage area fo body mass ratios {see PRECAU-
TIONS: Pediatric Use).
If irritation devetops, Alclometasane Dipropianate Lotion, 0.05% showid be dis-
continued and appropriate therapy instituted. Allergic contact dermatitis with cor-
ticosternids is usually diagnosed by observing a failure fo heal rather than not-
ing a clinical exacerhation, as with most topical products not containing corti-
costeroids. Such an observation should be correborated with appropriate diag-
nostic pateh testing,
If concomitant skin infections are present or develop, an appropriate antifungal
or ardibacterial agent shouid be used. if a faverale respensa does ngt occur
promptly, use of Alclometasone Dipropionate Loticn, 0.05% should be discortin-
ded until the jnfection has been adequataly controiled.
informatlon for Patlants: Patients using topical corticosteroids should receive the
fallowing information and instructions:
1. This medication is to be used as directad by the physician. It is for external
use only. Avtid contact with the eyes.
2. This medication should not be used for any disarder other than that for which
it was prescribed.
3. The treated skin area should not be bandaged, otherwise covered or wrapped
$0 s to be peclusive, unless directed by the physician.
4. Patients should report to their physician any signs of local adverse reactions,
5. Parents of pediatric patients should be advised not to use Alclometasone
Dipropionate Lation, 0.05% in the treatment of diaper dermatitis.
Aiclometasone Dipropionate Latian, 0.05% should nof be applied in the diaper



Alclometasone Dipropionate Lotion, 0.05%

area as diapers or piastic pants may constitute acclusive dressing (see
DCSAGE AND ADMENESTRATION.

6. This medication should not be usad on the face, uncerarms, or groin areas
uniess directed by the physician.

7. As with other corticosterolds, therapy should be discontinued when contral
s achieved. If no improvement is seen within 2 weeks, contact the physi-
cian,

Laboratery Tests: The failowing tests may be helpful in evaluating patients for

HPA axis suppression;

ACTH stimulation test

AM. plasma cortisal test

Urinary free corsol test

Carcinogenesis, Mutagenesis, Impairment of FertHity: Long-term animal stug-

igs have not been performed to evaluate the carcinogenic potential or the etfect

an fertility of topical corticosteroids.

Pregnancy: Taratogenic Effacts: Pregnancy Category C. Corticosteroids have

been shown 1o be teratagenic ir laboratary animals when administered system-

ically at ralatively low dosage lavels. Some corticosteroids have been shown to
be terategenic after dermal application in laboratory animals. There are no ade-
guate and wefl-controlled studies in pregnant women. Aiclometasone

Cipropionate Lotior, (,05% shouid be used during pregnancy only if the potentiai

benefit justifies the potential risk to the fetus,

Nursing Mothers: Systemically administered corticostercigs appear in human

milk and could suppress growth, interfers with endogenaus corticosteroid pro-

duction, 9r cause other untoward effects. 1 is not known whether tapical admin-
istration of topical corticosteroids could result in sufficient systemic absorption
to produce detectabie quantities in human milk. Because many drugs are excret-
ed in human milk, caution should be exercised when Alclometasong

Diprepicnate Lation, 0.05% is administered to a nursing warman,

Pedialric Use: Alclometasene Dipropionate Lotion, 0.05% may be used with

caution in pediatric patients 1 year of age or older, although the satety and effi-

cacy of drug use for longer than 3 weeks have not been established, Use of
alclometasone dipropionate is supported by results from agdequate and well-
<ontrolled studies in pediatric patients with carticasteroid-responsive des-

matoses. Since the safety and efficacy of Alclometasone DCipropionate Lotion,

0.05% has not been established in pediatric patients below 1 year of age, its use

in this age-group is not recommended. Because of a higher ratio of skin surface

area to body mass, pediatric patients are at a greater risk than aduits of HPA
axis suppression and Cushing syndrome when they are treated with topical corti-
cosieroids. They are therefore aisa at greater risk of agrenal insufficiency during
and/ar after withitrawal of treatment, Adverse effects, including striae, have
been reported with inappropriate use of topical corticasteroids in infants and

children. Pediatric patients applying Alciometasone Dipropionate Lation, 0.05%

to >20% of the body surface area are at higher risk for HPA axis suppression,

HPA axis suppression, Cushing syndrorre, linear growth retardation, delayed

weight gain, and intracrania hypertansion have been reported in pediatric patients

réceiving topical corticosteroids. Manifestations of adrenal suppression in pedi-
atric patients inciude low plasma cortisol levels and absence of response to ACTH
stimulation. Manifestations of irtracranial hypertansion include bulgtng
fantaneifes, headaches, and bilaterad papilledema.

Alclometasore Dipropionate Lation, G.05% showld not be used in the traatment

of diaper dermatitis,

Gariatrie Use: A limited number of patients at or above 65 years of age have been

treated with alclometasone dipropicnate in US clinical trials. The numbes of

panents 1s too small to permit separate analysis of eMicacy and satety. The sin-
gle adverse reaction reported with alclemetasene di propionate in this poputation
was simifar to those reactions reported by younger patients, Based on available
data, no agjustment of dosage of Alcfometasone Dipropiorate Lotion, 0.05% in
geriatric patients is warranted,

ADVERSE REACTIONS

The fallowing local adverse reactions have been reported with Alclometasane
Dipropicnate Lotion, 0.05% in approximately 2% of patients: itching and burn-
ing, erythema, dryness, irritation, and papuiar rashes.

The fallowing agditional local adverse reactions have heen reported infrequently
with topical corticosteroids, but may occur mare frequentty with the use of ncclu-
sive dressings. These reactions are iisted in approximate decreasing order of
occurrence- folliculitis, acreifarm eruptions, hypopigmentation, pertoraf dermatitis,
Hlergic contact dermatitis, secondary infectian, skin atrophy, striae, and miliaria.
OVERDOSAGE

Tepicaty applied Aiclometasone Dipropianate Lation. 0.05% can be abserbed in
sufficient amounts to produce systemic effects /see PRECAUTIONS).

DOSAGE AND ADMINISTRATION

Apply a thin film of Alclametasone Diprapionate Lotion, 0.05% to the affected skin
areas 2 or 3 times daily; massage gently until the medication disagpears,
Alclometasone Dipropionate Lotion, 0.05% may be used in pediatric patients 1
year of age or older. Safety and effectiveness of Alslometasone Dipropionate
Lotion. 0.05% in pediatric patients for mare than 3 weeks of use have nat been
estabiished. Use in pediatric patients under 1 year of age is not recommended.
As with other corticesteroids, theragy should be discontinued when contral is
achieved. If no improvement is seen within 2 weeks, reassessment of diagnosis may
be necessary,

Aitlometasane Dipropionate Lotion, 0.05% sheuld not be used with occlusiva
dressings unless directed by a physician. Alciometasone Dipropionate Lotion,
0.05% should not be applied in the diaper area if the child Stil requires diapers or
plastic pants as these garments may constitute occiusive drassing,

Gerialric Use: In studies where geriatric patiants {65 vears of age or older, see
PRECAUTIONS) have been treated with alciometasone dipropionate, safety did not
differ from that in younger patients; therefore, no dosage agjustment is recom-
mended,

HOW SUPPLIED

Alclometasone Dipropionate Lotion, 0.05% is supplied in 20z and 40z hottles.
Store betwesr 2°C and 30°C (36°F and 85°F).
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SHAKE WELL BEFORE USING.
Store between 2°C and 30°C
(36°F and 86°F),
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fiim 1o the affected areas two or
Thrae times dally.
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Alclometasone
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Lotion 0.0

For dermatologic
Not for ophthalmic i

SHAKE WELL BEFORE USING.

Store between 2°C and 30°C

- (36°F and BB°F).

WARNING: Keep out of
reach of children.

USUAL DOSAGE: Apply a thin
film to the affected areas two or
three times daily.

See package insert for complete
prescribing information.

Each ml contains 0.5 mg of
alclometasone dipropionate in a
lofion consisting of stearyt alcohal,
cety! alcohal, glyceryl
monestearate, sorbitan
monopalmitate, mineral oil,
purified water, moncbasic sodium
phosphate, phosphoric acid,
poiysorbate 20, simethicone and
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Dipropio
Lotion 0.

SHAKE WELL BEFORE USING.
Store between 2°C and 30°C
(36°F and 86°F).

WARNING: Keep out of

reach of children.

USUAL DOSAGE: Apply a thin
film to the affected areas two or
three times daily.

See package insert for complote
prascribing information.

Each mi contains (.5 mg of
alclometasona dipropionate in a
lotlon consisting of steary! aleohol,

monostearate, sorbitan
monopalmitate, minaral oil,
purified water, monob_asic sodium
phosphats, phosphoric acid,
polysorbate 20, simethicone and

propylene glycol. propylene glycol,
- This product sealed for your This product sealed for your
protection. protection.
It the seal is broken or missing if the seal is broken or missing
retum to place of purchase. return to place of purchase.
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Sample ~ Not for Sale
SHAKE WELL BEFORE USING.
WARNING: Keep out of reach
of children,
Store betwsen 2°C and 30°C
36°F and 86'!2

SUAL DOBAGE: Apply a thin
film {o the affected areas two or
thrae times daily, See insert for
complete prestribing
Information.
Each ml contains 0.5 mg of
akclometascne diproplonate In
a folion consisfing of stearyl
alcohol, cetyl alcohol, glycaryt
monpstesrals, sorbitan
monopelmitate, mineral ofl,
purified water, monobasic
Sodium phosphate, phosphoric
acid, lgo ysarbate 20,
s}me : lcone and propylene
giycol.
This product sealed for your
protection. K the seal is missi
or broken retumn to place of A

Eurchase.
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