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Cream, 0.05% Ointment, 0.05% _

For Dermatologic Use Only—
Not for Ophthalmic Use.

DESCRIPTION

AGLOVATE Cream and Ointment contain alclometasone dipropi atn?
dioneg 17,21-dipropionats), a synthetic coﬂhoswmi for topical derm ic use. The corticostarol
sterpids used top as anti-inflammatory an furitic agents.

Chamically, aiclometasons dipropionate & G7. It bas tha foliowing
structoral formala:

Alclometasone dl%mnata has the molecutar weight of 521. It is a whits
poiwgsrlmls‘ma in - r, slightly soluble In progytece glycot, and mederately
soluble in

E"hi’,'dg“’{;‘ i et croam 52"“'0'? o Gl il poeu
in @ hydrophilic, emolfient cream base of propylene g wps m,

algohof. stearste, B £6 100 Carts IEC ohasic

21, mon
sudium , chlorocr, oric acid, and purifisd water,
Each g?am of ACLOVATE Ointglhe?&pgonlam 0.5 mgwuf alclometasana
diprorlnnatc in an ointment base af hexylene glycol, white wax, propylena
giveol stearats, and white patrolatum.

CLINICAS, PHARNACOLDGY

Like other tapical corticasteroids, alclometasane dipropionate has anti-inflammatory, antipruritic, and vasoconstrictive proparties.
The mechanism of ths anti-inflammatory activity of the topical sterolds, in ganeral is unciear. However, corticastaroids are thought to
act by the indyction of phesphafipase A inhibitary mtalns. collectively called nmn!ﬁns tis ustulated that these pruteins control the
i oégomm mediators of inflammation su grnslaliandms and laak 8s mhlbﬁmg the release of their common precursor,
anac ldunic acid. Arachidontc acid s released from membrane phosphalipids by phusghn ipase Ay
PhamacokineSes: The extent of percufznaws absorp’aun af topical corticosternids is ad by many factors, including the vemcle aml
the intagrity of the epidenmal hawier. Occlusive dressi 9r|ﬁg hydmcomsnne forupto 24 huurs have not been de to inc
etration, however, nncluslun of ydrocoriisone for 96 hours markedly enhances penstration. Topical cortmmrmds can ba ahsorbad frum

normal intact skin. inflammation and/or other disease processes in the skin may increase percufaneous absorption. A study uti sadln-
iahnlnd alclometasone dipropionate cintment formulation was performed fo measure i alsnrpﬁm'l and axl:rsunn Results that
approximately 3% of the steroid was absorbed during Bhoursofmmnctmﬂl iriact skin of normal vol

Studies performed with AGLOVATE Craam and Olntmem indicate that these products are in the low to medlum range of potency as compared
with othar topical corticosteraids.

INDIGATIONS AND USAGE
ACLOVATE Cream aud Olrlt'lwnt are |uw to medium Eutergll_:z corticosteroids indlcated fnr the rellaf of tha inflammatory Pmritl
fmtahnns of corticoste ACLOVATE Cream and Qintment may ba used in odlric l#lﬁﬂs 1 year or nlder.

ez?y m‘l uss fnr longer than 3 weeks have not baen established lﬁcm Padlatnc
the g:?aty ATE ream and Olmtment have not heaen established in pediatric patients below 1 year of ags, therr usa
in this age-group is nut recommendad.

GCONTRAINDICATIONS
AGLOVATE Cream and Ointment are contraindicated in those patients with a history of hyparsensitivity to any of the components in
these preparations.

PRECAUTIONS
G-nml Systamin absomtion of topleal carticosterofs can produce reversibie hypothalamie-pituitary-adrenal (HPA) axs supprassion with
lucocorticosteroid insufficien after withdrawal of treatment. Manifestations of Gushing syndrome, hyperglycemfa, and
g!ucusuria can also ba pmduceﬁ in some patients by systemic absorption of topical corticosteraids while on treatment,
Patients app!yinq_h roid to a fage surface drea or to areas under ecclusion should be ewaluated panndtcally for avidence of HPA

ee-chioro-118, 17,21-h1h¥é:lsrom-1 &mmﬁnﬂ A-diena-3,20-
cons a

primarity synthetic

axis su giyEbe done by using the AGTH stimulation, A.M. plasma cartisof, and urinary free cortisol te:

Th acts of ACLOVATE Cream and Gintmeant on the HPA axis have been evaluatad. In one stu , AGLOVATE Gream and Qintment

edtnaﬂ%ufﬁlab twice daily for 7 days, and occlusiva dressings ware used in salected Iseltheﬂzhoursurzi!hums

dall In another s% TE Gream was applied to 80% of the body surface of normal subjacts twice dail fer 21 wmi daily
12-hour periads of wiiols bady occlusion. Average plasma and urinary frée cortisol levels and urinary levels of 1 ids were
decreased (3 Jul:mut 10%), s:;ﬁnesnn sup rassmﬂ tha HPA axls un ar ﬂiesa condifions. Plasma corfisol levels hava a!sn been demon-
strated to dally for out occlusion,

If HPA axis suppresston is noted, an a shuuld bhe madn In mﬂtdmw ma drug, to reduce the freqfu ication, or to substituts

a less roid. Racm'aly of 4 function is generally prompt upon discontinuation tnplcal [ roids. Infrequentiy,

signs and ms of glucacorticosterold mSuﬂicien may accur. requiring supptemental systemic corticostercids. For information on
systamic Supy mentaﬁm sae prescribing information for thase prod!

IE ngxls momE susceph 8 to systemic toxicity from squlvahmt doses due to their larger skin surface area to body mass
mﬁns (sea PRECAI ediatric U

If irrtatfon develops, GVME Gream ‘or Ointment sheuld be discontinuad and appropriate mempf instituted. Allergic contact dermatitis
with cnrﬁcnstsmids Is usually diagnosed by observing a faflure o fieal rather than nofing a clinical exacer aﬂon. a5 with mast toplcal
producis not wuakllr? corticosteroids. Such au ubsemtfcm shouid be corroborated with appre dlagnostic patch testing.

it cancomitant skin infections are present ar develop, an apprapriate antifungal or antibacterial agent should be used. If a favorable
rasg:uxgss does not occur promplly, use of AGLBVATE or Qintment should be discontinuad unbl the infection has been adequately

infoymation for Patients: Patients using topical corticosteraids shayld receiva tha following information and Instructians:
1. This medication is to be used as directed by the physician. It is for external use only. Avoid contact with the eyes.
2. This madication should not be used for any disorder othsr than that for which it was prescribed.
3. The treated skin area should not be bandaged, oﬂ:emse covered orw:a:gped 50 as to be occlusive, unless directed by the physician.
4. Patients should nrt ta thair nany local adverse
5. Parents of ped ould bs advis not tn usa AGLOVATE Cream or Ointment in the treatmant of diapar
darmatitis. ACLOVA Gream or Dintment should not be applied in the diaper area as diapers or plastic pants may
constituts occlusive dressmg AND ADMINI TTON).
6 This medication should not be used on the faca, underarms, or groin areas unless directed by the physician
7. As with other corticosteroids, therapy should be discontinued when control is achieved. If ho lmpmvemsnt is saen
within 2 weeks, contact the physician,
Lzbol Tests: The foilowing tests may be helpful in evaluating patierts for HPA axis suppression:
A et corteg
cortisol test
Uirinary free cortisol tast



ACLOVATE® {akcfometasone dipropionale mm} Cream, 0.05%
AGLOVATE® (alclomelasone dipropionate ciniment) Ointment, 0.05%

carcinurunusls, Mutagenesis, impairment aof Fern!iIEsLnnn-tenn animal studies have not been performed to evaluate the carcinogenic
otential or the effect on fertflity of topical corticosteralds. .

regnancy: feralogenic : ngnaml:iy Catqory C. Corticosteroids have been shown to be taratogenic in laboratory animals when
administered systemically at refatively low asage evels. Same corticosterolds have basa shown to be teratogenic after dermal application
in 1aboratory animals. There are no adequate and well-controiled studies in preg:a:g waenen. AGLOVATE Gream or Cintment should be used
during pregnancy only if the potential benefit justifies the potential risk to the 3 i .
Norsing Muthers: Systemiﬁy administered corticosterolds appear in human mik and could suppress growth, intarfere with endogenous
corticosteroid production, or cause other untoward effects. it is not known whether topical admimistration of topical corticosteroids could
result in sufficient systemic absorption ta produce detectable quantities in human milk. Because many drups are excreted i human milk,
caution should b exercised when ACLOVATE Cream or Qintrnent is administered to a nursing woman.
Pedlatric Use: ACLOVATE Cream and Ointment may be ussd with caution in pediatric patients 1 gr of age or oldey, although the safety
and efficacy of drug use for longer than 3 weeks have not been established. Use of AGLOVATE Gream and Olntment is supported by
resuits from ade&nats and well-controlled studies in padimtianhfaﬁm with corticostereid-responsive dermatoses. Since the safely and
efficacy of ACLOVATE Cream and Gintment have not bean established in pediatric patients balow 1 year of age, its use in this age-group Is
nat recommended. Because of a higher ratio of skin surface area to body mass, pediatric patients are at a greater risk than adulfs of HPA
axis suppression and Cushing syndrome whan they are treated with topical corticosteroids. They are thersfore also at greater risk of adrenal
insufficiency during and/or after withdrawal of treatment. Adversa effects, includl_\l'_lg striag, have been reported with %gmpriain use of
topical corticosteroids in infants and children. Pediatric patients applying ACLOVATE Cream or Qiniment to >20% of the hody surfaca arez
are at higher risk for HPA axis suppragsion. X . .

HPA axis s:ﬁgrasslnn, Gushing syndrome, lineas growth retardation, delayed weiglit gain, and intracraniat riension have been reported
in pediatric nis receiving fopical corticosteroids. Manifesiations of adrenal suppression in pediatric patients include low plasma cortisol
{;z_\lratl;s &II'!d : kgca of response 1o ACTH stimufation. Manifestations of intracranial hypsriension include bufging fontanelles, headaches, and

ilaterzl papiliedema.

AGLOVATE Cream or Gintment should rot be used In the treatment of diaper dermatitis.

Gertatric Use: A limited number of patients at or above 65 years of age have been treated with AGLOVATE Gream and Olntment in US clinical
trials. The number of patients is too small to permit separate analysis of efficacy and safety. No adverse events were reported with
AGLOVATE Qintment in geriatric patients, and the singla adverse reaction reporied with AGEOVATE Gream in this population was similar
to those reactions reported I&vy yaunger patients. Based on available data, no adjustment of dosage of ACLOVATE Cream and Qistment in
geriatric patients is warranied.

ADVERSE REACTIONS .
The following local adverse reactions hava been raporied with ACLOVATE Cream in approximately 2% of patients: itching and burning,
e% dryness, Irritation, and papular rashes, ]
e foHowing local adverse reactions have been reported with AGLOVATE Ointment in approximately 1% of patients: itching, burning,

and erythema.

The following zdditionaf local adverse reactions have been reported infrequently with topical corticostercids, but ml?g occur more frequently
with the use of occlusive dressings. These reactions are isted in approximate decreasing order of occurrance: fallicylifls, acnsiform eruptions,
thypopigmentation, periorzl dermatitis, allargic contact dermatitis, secondary infection, skin atrophy, striae; and miflari.

OVERDQSAGE
Tepically applied ACLOVATE Cream and Gintment can be absorbed in sufficient amounts to produce systemic effects (see PRECAUTIONS).

DOSAGE AND ADMINISTRATION

Applg a thin fim of ACLOVATE Cream or Ointment to the affectad skin areas 2 or 3 times dafly; massage gently unti the medication disappears.

AGLOVATE Cream and Ointment may ba used in pediatric patients 1 year of age or ofder. and effectiveness of AGLOVATE Cream
or Oigtment in pﬁtﬁc patients for more than 3 weeks of use have not been established. Use in pediatric patients under 1 year of aga
is net recommended.

As with other corticosteroids, therapy should be discontinued when control is achieved. If na Improvement is seen within 2 weeks, reassessment
of diagnosis may ba nacessary. . .

AGLOVATE Gream or Ofntment should not be used with occlusive dressm?s unlgss directed by a physician. AGLOVATE Cream or Olntment
should not be applied in the diaper area i the child still requires diapers or plastic panfs ﬁmasemant may constitute acclusive drassing.
Goriatric lse: In studies where geriatric patients (65 years of age or older, see PRECAUTIONS) been treated with AGLOVATE Cream or
Ointment, safety did not differ fram that in younger patients; therefore, no dosage adjustment is recommended.

HOW SUPPLIER

AGLOVATE Gream, (.05% is supplied in:
15-g tubes (NDG 0173-0401-00),
45-q tubes (NDC 0173-0401-01), and

tubes (NOG 0173-0401-06).

ACLOVATE Ointmant, 0.05% is supplied In;
15-g tubes (NDG 017, 3
45-g twbes (NDC 0173-0402-01}, and
60~ tubes {NBC 0173-0402-06).

Siare betiveen 2° and 30°C (36° and 86°F).
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