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HYDROCORTISONE CREAM USP, 2.5% "")I”
FOR EXTERNAL USE ONLY = NOT FOR OPHTHALMIC USE

B Only

DESCRIPTION

Tha topical corticoctaroide eaneliute a clags of
primarily synthetic sleroids used as anti-
inflammatory and anti-pruritic agents.
Hydrogortisone cream is a member of this class.
Hydrogortisona cream containg he synthetic
stergid hydrocertisone {Pragn-4-anc-3,20-diche
11. 17, 21 -Arihydroxy-, (110}-) which has a mole-
cular formula of GagHygOs, 3 motecular weight of
362.46 and CAS Registry Number 50-23-7.

Each gram of the 2.5% ¢ream containg 25 my ol
hydrocorlisane USP in a cream base of celyl
alcohol, citric acid, giyceryl stearate, isopropyl
myristate, methylparaben, polyaxyl 40 stearate,
polysorbate 60, propyiene glycok, propylparaben,
purified waler, sodium citrale, sorhic acid, sorbi-
131 monostearate, stearyi alcpnol, wiite wax and
citric acid solution and sodium citrate solution to
adjust pH.

CLINICAL PHARMACGLOGY

Topical corticostercids share anti-inllammatory,
anbipruritic and vasuoeusticlive aslions.

The mechapism of anti-inflammatory astivity of
the Lopicai corticesteroids is unciear. Yarious
laboratory metheds, including vasocenstrictor
assays, are used to compare and to predict
potancies andfor clinical efficacies of the topical
corlicostercids. There is some evidence to
suggest that a recognizable correlation exists
petween vasacensiricior pelency and therapeutic
ellicacy in man.

Pharmacokinetics: The exlent of percutaneous
absorption of topical coricasteroids is deter-
mined by many factors including the vehicle, the
integrity of the epidermal barrier, and the use of
acclusive dressings.

Tonicat corticosieroids can be absorbed from nor-
mal intact skin, Inflammation and/or other disease
arocesses in the skin increase percutanenus
absarplion. Occlusive dressings substantially
increase the percutaneous absorptien of topical
corticosteroids. Thus, occlusive dressings may be

a valuable therapeutic adfunct for treatment of
resistant dermatoses. {See DOSAGE AND ADMIN-
ISTRATION.} Onee abserbed thraugh the skin.
tonical codicosteroids are handled throuah
pharmacokinetic pathways similar to systemicairy
administered corticosternids. Corticoslercids are
hound lo plasma proteins in varying degraes.
orhicosteroids are metabotized primarily in the
lives and are then excreted by 1he kidneys. Some
ol e twpiual veriicosteroids and their metaboliles
are also excreled into the bile.

INDICATIONS AND USAGE

Tepical corlicostercids are indicatecd for the reliel
of the inllammadery and preitic manitesiations ™
corlicosteraid -responeive dormatoses.,
CONTRAINDICATIONS

Topical corisosteraids are conlraindicated in
those patients with a history of hypersensitivity to
any of he components of the preparation.
TICCAUTIONS

Ganeral:

Systemic absorption of topical corticosteraids has
produged reversitie hvpnthalamic-pituitary-
adrenal (HPA) axis suppression. manilestations
of Cushing's syndrome, hyperglyeemia and
glucosuria in some patienls,

Conditions which augment systemic absarplion
inclede the application of lhe more patent
steroids. use over large surface areas, prolonged
use, and the additien of ocelusive dressings.
Tharefore, patients receiving 2 large dose ol a
potent topical stervid applied to a largs surface
area of under an occlusive dressing shouid be
evatuated perindically for evidence of HPA axis
suppression by using the unnary free cortisol and
ACTH stimulation tests. 11 | IPA axis suppression is
noted, an atterpt should be madea to withdraw the
drug, to reduce the Frequency of application, or to
substitute a less potent steroid.

Racovery of HPA axis function is generally prempt
and completa upon disenntinuatinn of the drug.
infrequently, signs and symptoms of steroid
withdrawal may occur, requiring supplemental
systemic corticosterpids.

Children may absard propartionally farger
amounts of topical corticasteroids and thus be
more susceptihle ta systemic toxcity (See
PRECAUTIONS-Pediatric Use).

If irritation develops, lopical corlicosteroids
should be discontinued and approgriate therapy
instituted. In the presence of dermatologicat
infeclions, the use ot an approprate anolungal ar
antibagterial agent should be instituted. If a favor-
able response does not nccur promplly, the
corticosteroid shauld be discontinued until the
infectich has been adequaltely controlted.
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information for the Patienl: Patients using topical

corticostercids shouldf receive the following

information and instructions.

1. This medication is ta be used as directed by
the physician. [t is for external use only. Aveid
cantact with the eyes.

. Patients shouid be advised not to use this
medicaticn for any disorder other than for
which it was prescribed.

. The treated skin area should not be bandaged
or otherwise covered or wrapped as to be
occlusive unless directed by the physician.

. Palients should repart any signs of local
adverse reactions especially under occlusive
dressing.

. Parents of pediatric patients should be advised
nat to use tight-fitting diapers or plastic panis
on a child befrg treated in the diaper area, as
these garments may constitute osclusive
frascings

Laboralory Tests: The following tests may be

helptul in evaluating the HPA axis suppression;

Urinary free cortisol test; ACTH stimulation test,

Carcinogenesis, Mutagenesis, Impairment of

Fertility: | ang-tarm animal studies have not been

periormed lo evaluate the earcinogenic potential

or the effect on fertility of topical corlicosterafds.

Stuties 10 determine mutagenicily wilh predniso-
lane and hydrogortisene have revealed negative
results.

Pregnancy: Teralogenic Etfecis: Pregnancy
Gategory C: Corticostercids are generally terato-
genic in [aboratory animals when administered
systemically at refatively low dosage ieveis. The
maore patent corticosieroids have bean shown to
be 1eralogenic atter dermal application in labara-
tory animats. There are no adeguate and well-
controlled studies in pregnant women on
teratogenic effects from topicaily applied
corticosteroids. Therefore, topical corticosteraids
should be used during pregnancy only if the
potential benefit justifies the potential risk to the
fetus. Drugs of this class shoufd nat be used
extensively an pregnant patients, in large
amounts, or for pralonged periods of time,
Mursing Mathers: It ic not known whether topical
administration of corticastercids courd result in
sufficient systemic absorption ta produce
delectable quantities in breast mik. Systemically
administered corticostervids are secreted into
breast milk in quantities rat likely to have a dele-
ferigus effect an the infant. Nevertheless, caulion
shouid be exercised when topical corticosteroids
arg administered 1o a nursing woman,

Pediatric Use: Pediatiic pationts may
demonsirate greater suscaptibility to topical
corticosterold-indused NFA axis suppiessivii aitd
Cushing's syndrome than matura patients
because of a larger skin surface arga fo bady
weight ratio.
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Hypothaiamic-pituitary-adrenal (HPA} axis sup-
pression, Cushing's syndrome and intracranial
fypertension have been reported in children
receiving topical corticosteraids. Manifestations
nf adrenal suppression in padiatric patiends
include linear growth retardation, delayed weight
gain, fow plasma cortisol fevels, and absence of
response to ACTH stimulation. Manitestations of
intracranial hypertension include buiging
fontanelles, headaches and bilateral papilledema.
Administration of topical corticosteraids to
pediatric patients should be limited to the least
amount compatible with an eftective therapeutic
regimen. Ghronic corticosleroid Lherapy may
interfere with the growth and development of
children.

ADVERSE REACTIONS
The fetlowing local advarse reactions are reported
infrequently with topical corticosteroids, but may
oceur mors frequently with the use of occlusive
dressings These reactions are listed in approvi-
mate decreasing order of occurrence: burning,
itching, irritation, dryness, felliculitis, hypertri-
chosis, acnaiform eruptions, hypopiomentation,
perioral dermatitis, allergic contact dermatitis,
maceration of the skin, secondary infection, skin
atrophy, striag and mitiaiia.
GVERDOSAGE
Topicatly applied corticosteroids can be absarbed
in sutficient amounts to produce systemic effects
(see PRECAUTIONS),
DOSAGE AND ADMINISTRATION
Topical corticosteraids are generally applied to the
affected area as a thin film from 2 to 4 times daily
depending on the severity of the condition
Occlusive dressings may be used for the managa-
mant of peotiasis or rocalcitrant condilions.
i an infaction develops, the use of occlusive
dressings should be discontinued and appropriate
antimicrobial therapy instituted.
HOW SUPPLIED
Hydrocortisone Crgam USP, 2.5%

209 (0.7 oz) tube

30 (1.1 oz) tube

11b (453.6 g) jar
Store at contralled rogm temperature 15°-30°C
(58°-0G°r). Do nat freeze.

1 b jar - Dispanse in tight container as defined in
1he USP,
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