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KE DA SGE Carcinogenesis, Mutagenesis, and Impairment of Fertility: Long-term animal

studies have not been performed to evaluate the carcinogenic potential or
the effect on fertility of topical corticosteroids.

Studies to determine mutagenicity with prednisolone and hydrocortisone
have revealed negative results.

Pregnancy Category C: Corticosteroids are generally teratogenic in
laboratory animals when administered systemically at relatively low
dosage levels. The more potent corticosteroids have been shown to be
teratogenic after dermal application in laboratory animals. There are no
adequate and well-controlled studies in pregnant women on teratogenic
effects from topically applied corticosteroids. Therefore, topical
corticosteroids should be used during pregnancy only if the potential
benefit justifies the potential risk to the fetus. Drugs of this class should
not be used extensively on pregnant patients, in large amounts, or for
prolonged periods of time.

Nursing Mothers: It is not known whether topical administration of
corticosteroids could result in sufficient systemic absorption to produce
detectable quantities in breast milk. Systemically administered
corticosteroids are secreted into breast milk in quantities not likely to have
a deleterious effect on the infant. Nevertheless, caution should be exercised
when topical corticosteroids are administered to a nursing woman.

DailyMed [fluocinolone acetonide cream, fluocinolone acetonide ointment (Cosette Pharmaceuticals,
Inc.) , 2023 4 11 H k5T (httpsi/dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=de5b78ab -
ff79-3e0f-cad4-ecabllebbded) 2023 412 H 18 HT7 7 & X] &£V
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(An Australian categorization of risk of drug use in
pregnancy)

Prescribing medicines in pregnancy database (Australian Government) (http://www.tga.gov.au/hp/
medicines—pregnancy.htm) 2023412 H 13 H7 7tk A XY
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Drugs which have been taken by a large number of pregnant women and women of
childbearing age without any proven increase in the frequency of malformations or other

direct or indirect harmful effects on the fetus having been observed.
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Gerenal
Children may absorb proportionally larger amounts of topical
corticosteroids and thus be more susceptible to systemic toxicity (see

PRECAUTIONS-Pediatric Use).

Pediatric Use

Pediatric patients may demonstrate greater susceptibility to topical
corticosteroid-induced hypothalmic-pituitary-adrenal (HPA) axis
suppression and Cushing's syndrome than mature patients because of a
larger skin surface area to body weight ratio.

HPA axis suppression, Cushing's syndrome, and intracranial hypertension
have been reported in children receiving topical corticosteroids.
Manifestations of adrenal suppression in children include linear growth
retardation, delayed weight gain, low plasma cortisol levels, and absence
of response to ACTH stimulation. Manifestations of intracranial
hypertension include bulging fontanelles, headaches, and bilateral
papilledema.

Administration of topical corticosteroids to children should be limited to
the least amount compatible with an effective therapeutic regimen.
Chronic corticosteroid therapy may interfere with the growth and
development of children.

DailyMed [fluocinolone acetonide cream, fluocinolone acetonide ointment (Cosette Pharmaceuticals,
Inc.) , 2023 4= 11 HET (httpsi/dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=de5b78ab—ff79-
3e0f-cad4-ecabllebbded) 20234512 H 13 H7 7 & A] LV
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