


ALCLOMETASONE DIPROPIONATE LOTION 0.05% 

For oermamlogfe um only-
Not for ophthalmic use. 

DESCRIPTION 
Alclometasane Dipmpionate Lotion, 0.05% contains alclometasone dipropionate 
17a-chloro-11y,17,21trihydrmry-16¢-methylpregna4,4-dienr32Qdione iZ27-dipropionate), a synthetic corticosteroid for topical dermatalogic use . The carticos-temids constitute a class of primarily synthetic steroids used topicalty as anti-inflammatory and antipmdtic agents. 
Chemically, alclometasone dipmpionate is CpgHg7CIOp It has the following struc-tural formula: 
Alclometasone dipmpionate has the molecular weight at 521 . It is a white powder, 

insoluble in water, slightly soluble in propylene glycol, and moderately soluble in hexyiene grycol . 
Each ml contains 0.5 mg of alclometasone dipropionate in a lotion consisting of siearyl alcohol, cetyl alcohol, glyceryl monostearate, sorbdan manopalmitate, mineral oil, purified water, monobasic sodium phosphate, phospho(c lid, polysartate 20, simethicone and propylene glycol. 
CLINICAL PHARMACOLOGY 
Like other topical cortirosteroids, alciometasone Oipmpianate has anti-inilam-matory, antipmrrtic, and vasoconstric[iva praperties . The mechanism of the arrti-inflammatory activity of the topical steroids, in general, is unclear. However, cortiwsteroids are thought to ac[ by the induction of phospholipase Ap inhibitory proteins, collectively called lipacortlns. I[ is postulated that these proteins control the biosymhesis of Potent mediators inflammation such as pmslaglandins and leukotrienes by inhibiting the release M their common precur-sor, a2chidonic acid . Arachidonic acid is released from membrane phospho-lipids by phospholipase A2. 
Pharmarntlnella: The extent of percNaneous absorption of topical corticas-
teroiAS i5 determined by marry factors, including the vehicle and N8 irttegrdy M the 
epidermal barrier. Occlusive dressings with hydmcortisorre for up to 24 hours have not been demonstrated to increase penetration ; however, occlusion M hy0rocorti-sone for 96 hours markedly enhances penetration . Topical cortirosteraids can 
be absorbed from normal intact skirt Inflammation and/or other aisease process-
es in the skin may increase percuhaneous absorption . A study utilizing a radiola-
beled alclometasone dipmpionate ointment formulation was performed to measure 
systemic absorption and excretion . Results indicated that approximately 3% of the 
stemld was absorbed during 8 hours M contact with intact skin of normal voNfr 
teers. 
Studies performed with alclometawne dipropionate indicate that these products are in [he law to medium range of potency as compared with other topical corticos-temids. 
INDICATIONS AND USAGE 
Alclametasone Dipropionate Lotion, 0.05% is a low to medium potency corticos-temiCS indicated for the relief of the inflammatory and pmritic manifestations of corticasteroiU-responsive Dermatoses . Alclometasone Oipropianate Lotion, 005% may be used in pediatric patients 7 year of age or older, although the safety and efficacy at drug use for longer than 3 weeks have not been established (see PRE-CAUTIONS : Pediatric Use). Since the safety and efficacy of Alclometasone 

Nonly 
Dipmpianate Lotion, 0.05°,6 has not been established in pediatric patients below 1 year of age, their use in this age-group is not recommended. 
CONTRAINDICATIONS 
Flclometasone Dipropianate Lotion, 0.05% is contraindicated in those patients with a history of hypersensitivity to any of the components in these prepara-rin- 

uunarar. aysTemic absorption at topical corticosteroids can produce reversible 
hypothalamic-pituitary-adrenal (HPA) axis suppression with the potential for glu-
cocorticasteroid insufficiency after withdrawal of treatment . Manifestations of Cushing syndrome, hyperglycemia, and glucosuria can also be Produced in same 
patterns by systemic absorption M topical corticosteroias while on treatment, 
Patients applying a topical steroid to a large surface area or [a areas under occlu-
sion should 6e evaluated periodically for evidence of NPA axis suppression . This 
may be done 6y using the ACTH stimulation, A .M . plasma cartisol, and udnary free Cortlsol tests . 
The effects of alciometasone dipropiana[e on the HPp axis have heen evaluated . In one study, alclometasone dipropiawte was applied to 30Y of the body twice daily for 7 days, and occlusive dressings were used in selected patients either 12 hours or 24 hours daily. In another study, alclometasane dipropionate was 
applied m 80% of the body surface of normal subjects twice daily far 21 days with daily 12-hour periods of whole body occlusion. Average plasma and uri-nary free cortisol levels and urinary levels of 17-hydmxysteroids were decreased (about 10%), suggesting suppression of the HPA axis under these 
conditions . Plasma cortisoi levels have also been demonstrated to decrease in Pediatric patients treated Mice daily for 3 weeks without Occlusion . N HPA axis suppression is noted, an attempt should he made to withdraw [he drug, to _educe the frequency at application, or to substitute a less Potent cortcosterold, 
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ms using topical corticosteroids should receive the ronowing information and instructions : . 

7 . This medication is to be used as directed by the physician . It is for external use only. Avoid contact with the eyes . 
2. This medication should not be used for any disorder other than that for which it was prescribed. 
3. The treated skin area should not be bandaged, Otherwise covered or wrapped so as to be Occlusive, 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 Alclometasane 

Dipmpionate Lotion, 0.05% in the treatment of diaper dermatitis . Alclomefasone Dipmpionate Lotion, 005°/< should not be applied in the diaper 



Alclometasone Dipropionate Lotion, 0.05% 
area as aiapers or plastic Pants may constitute occlusive dressing (see DOSAGE AND ADMINISTRATION). 

6. This medication should not he used on the face, underarms, or grain areas unless directed 6y the physician . 
7 . As with other cortiwsteroids, therapy should be discontinued when control is achieved . If no improvement is wen within 2 weeks, contact the physi-cian . 
Labontary Tests: The following tests may he helpful in evaluating patients far HPA axis suppression: 
ACTH stimulation test 
A .M. plasma cortisol test 
Urinary free cortusad test 
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iae, have been reported with inappropriate use of topical corticasteroids in infants and children . Pediatric patients applying Alclometasone Dipropionate Lotion, 0.051 to >20l of the body surface area am at higher risk for HPA axis suppression . HPR axis suppression, Cushing syndrome, linear growth retardation, delayed 
weight gain, and inhacranial hypertension have been reported in pediatric Patients receiving topical cortiwsteroids . Manifestations of adrenal suppression in Pedi-atric Patients include low plasma cortisol levels and absence of response to ACTH stimulation, Manifestations of iMracranial hypertension include bulging ~�.,., .,e~~e. ~. .. .. . .._~ .__ __ . .._ .__. _ . . . . . . 

The following local adverse reactions have been reported with AlclameYasone 
Oipropionate Lotion, 0.05% in approximately 2% of patients : itching and burn-ing, erythema, dryness, irritation, and annular rashes . 
The following additional local adverse reactions haw been reported infrequently nith topical corticasteroids, hut may accur mare frequently with the use of occlu-sive dressings . These reactions are listed in approximate decreasing order Of 
Occurrence: follicuGfis, acneAortn eruptions, hypopigmentatian, perioral dermatitis, 
allergic contact dermatitis, secondary infection, skin atrophy, stun, and miliaria. 

Lotion. 0.051 can be absarhed in 
s (see PRECAUTIONS). 

Apply a thin film of Nclometasone Dipropionate Lotion; 0.05% to me affected skin 
areas 2 or 3 times daily, massage gently until the medication disappears. 
Alclometasane Dipmpionate Lotion, 0.05% may 6e used in pediatric patients i year Of age or older. Safety and effectiveness at Nciometasone Dipropionate 
Lotion, 0.05% in Pediatric patients for more than 3 weeks of use have not been established . Use in pediatric patients under 1 year of age is not recommended. As with other caNCOsferoids, therapy should he discontinued when coniral is acNeved . It no improvement is Sam within 2 weeks, reassessment M diagnosis may he necessary. 
Alclometasone Diprapionate Lotion, 0.05% should not he used with occlusive 
dressings unless directed 6y a Physician. Alciometawne Dipropionate Lotion, 0,05% should not be applied in the diaper area d Me child still requires diapers or plastic pants as these garments may constitute occlusive dressing . 
Geriatric Use: In studies where geriatric Patients 165 years of age or older, see 
PRECAUTIONS) have been treated with alciometasane dipmpionate, safety did not 
differ from that in younger patients, therefore, no dosage adjustment is recom-mendeA. 
HOW SUPPLIED 
Alclometasane Dipropionate Lotion, 0.05% is supplied in 2oz and 4oz bottles. 
Stme helrian 2°C and 30°C (38°f and 86°F). 

: Lotion, o.05% should not be used in the treatment 
uename Use., A limited number of patients at or above 65 years of age have been 
treated with alclomeqsone diDropionate in US clinical trials. The number of patients is too small to permit separate analysis of efficacy and safety . The sin-gle adverse reaction reported with alclometasone dipropionate in this population was similar to those reactions reported by younger Patients . Based on available data, no adjustment of dosage of Alcfometasone Dipropionate lotion, 0.05% in geriatric patients is warranted. 
ADVERSE REACTIONS 
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SHAKE WELL BEFORE USING. 
Store between 2°C and 30°C 
(38°F and BB°F). . 
WARNING: Keep out of 
reach of children. 
USUAL DOSAGE: Apply a thin 
film m the affected areas two or 
three times daily. 
See package insert far complete 
prescribing information. 

Each ml contains 0.5 Mg of 
alclometasone dipropionate in a 
lotion consisting of stearyl alcohol, 
cety1 alcohol, gIYoeM 
monostearate, somitan 
morropalmitate, rMneral al, 
purified water, monobasic sodium 
Phosphate, Phosphoric add, 
PoNScrbate 20, simethicore and 
ProPYlene glycol. 

This product sealed for your 
protection. 
M the seal is broken or missing 
return to place of purchase . 

P???7 
R7/08 

NDC t 
77BmL (4ROz) 

For darmatologk 

3 , 

SHAKE WELL BEFORE USING. 
Store between 2°C and 30°C 
(38°F and 88°F). 
WARNING: Keep out of 
reach of children. 
USUAL DOSAGE: Apply a thin 
film to the affected areas two or 
three tUros daily. 
See package insert for complete 
Prescribing Information. 

Each ml contains 0.5 mg of 
akdometaeane dipropionate in a 
lotion consisting of stearyl alcohol, 
ceryl alcohol, ylrceM 
monostearate. sorMlan 
morwpalmitate, mineral oil, 
purified water, rtwnobasic sodium 
Phosphate, phosphoric add, 
PdYsorbete 20~ sfmeihitonearW 
propylene glycol . 

This product seaied fur your I 
protection. 
If Me seal is broken w missing 
return to place of purchase. 
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