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USUAL DOSAGE: Apply to affected area two to four times daily.
Ses insert for complets information.

For External Use Only. Not for Ophthalmic Use.
Keep this and all medications out of the reach of children.

Keep away from eyes. e £, -
NDC 49158-347-08 }'z'fa‘ <7/ DO
_HYDROCORTISONE .

OINTMENT]| USP, 2.5% -

‘ By

I NETWT 10Z (28.35 g) ’3:;“‘

o PHARMACAL CO., INC. '
Ronkonkoms, NY 11778 USA

Each pram containg: 25 mg of Hydmeorﬁsom in abase containing
vmm petrolatum and mlnml
For Control No. and Expimion Dats See Crimp of Tube.
Store at controlled room temparature 15°-30°C (59°-86°F).
Protect from freezing.
Keep tightly closed. At198
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USUAL DOSAGE: mmmamnwmuu
See insert for compiets information.

For External Uss Owly. Not for Ophthaimic Use.

Keep this and all medications out of the reach of children.
Keop away from eyes.
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NOC 49158-347-07

HYDROCORTISONE

OINTMENT]USP, 2.5%

NETWT 20 g

PHARMACAL CO , INC
- Ronkonkoma. NY (779 USA
‘Each gram coatsing: 25 mg of Hydrocortisone in a base
containing white petrolatum and mineral oil.
Ror Controf No. and Expiration Date See Crimp of Tube.
Store at controlled room tamperature 15°-30°C (59°-86°F).
Protect from freezing.

Keep tightly closed. R1198
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HYDROCORTISONE CREAM USP, Rage
HYDROCORTISONE OINTMENT USP

AND
HYDROCORTISONE LOTION USP
FOR TOPICAL USE ONLY

DESCRIPTION

The topical steroids constitute a class of primarily synthetic steroids used as
anti-inflammatory and antipruritic agents. Hydroconisona is a member of
this class. Hydrocortisone has the chemical name Pregn-4-ene-3,20-dione,
11,17,21- trihydroxy-, (11B)-. its molecular formula is C1H3p0s and
molecular weight 362.47. Structural formula is

Hydrocortisons o

o

Hydrocortisone Cream USP, 1% (Each gram contains 10 mg of
Hydrocortisone} 2.5% {Each gram contains 25 mg of Hydrocortisone)
Hydrocortisons Lotion USP, 2.5% (Each gram contains 25 mg of
Hydrocom:ono) in a bass containing Purified Water, Propylene Glycol,
Glycol M Mineral Qil and Lanolin Alcohol, sopropyt
Falmnalo Polysorbate 60, Celyl Alcohol, Sorbitan Monostearats, Polyoxyl

40 Stearats, Sorbic Acid, Methylparaben and Propylparaben.
Hydrocortisone Ointment USP, 1% (Each gram contains 10 mg of

Hydrocortisone) 2.5% (Each gram ins 25 mg of Hyd i ) in a
base containing White Petrolatum and Minsral Oil.
CLINICAL PHARMACOLOGY
Topical corti ids share anti-infl tory, antipruritic and vaso-
constrictive aclions.

The hani oi anti-inft 'y acﬂvity of lopical corticosterolds is

unclear. Various | ictor assays, are
used to compare and predict palsncms and/or clinical efficaciss of the
topical corticosteroids. There is some evidence to suggest that a
recognizable correlation exists between vasoconstrictor potency and
therapeutic efficacy in man.

Pharmacokinetics

The extent of percutaneous absorption of topical corticosteroids is
determined by many factors including the vehicle, the integrity of the
epidermal barrier, and the use of occlusive dressings.

Topical corticosteroids can be absorbed from normal intact skin.
Inflammation and/or other disease processes in the skin increase
percutaneous absorption. Occlusive dressings substantially increase the
percutaneous absorption of topical corlicosteroids. Thus, occlusive
dressings may be a valuable therapeulic adjunct for treatment of resistani
dermatosss. (See DOSAGE AND ADMINISTRATION).

Once absorbed through the skin, topical comcoslwold: are handled
through pharmacokinaetic p ys similar to syst fly isterad
corticosteroids Corticosteroids are bound to plasma pro(oms in varying
degrees Corti ids are lized primarily in the liver and are then
axcreted by the kidneys Some of ths topical corticosteroids and their
metabolites are also sxcretad into the bile.

INDICATIONS AND USAGE

Topical comcosisrolds are Indlca(ed tor rellov ol the inflammatory and

pruritic i

CONTRAINDICATIONS

Topical corticosteroids are contraindicaled in those pdtients with a history of

hypersensitivity to any of the components of the preparation.

PRECAUTIONS

General

Syslamuc ubsovpnon ot toplcal corticosteroids has produced reversible
pituitary-adrenal (HPA) axis suppression, manifestations of

Cushmg s syndrome, hyperglycemia, and glucosuria in some patienis.

Conditions which augment systemic absorption inciuds 1he application of
the more potenl steroids, use over large surface areas, prolonged use, and
the addition of occlusive dressings.

Therefore, patients recsiving a large dose of potent topical steroid
applied to a large surface area or under an occlusive dressing should be
evaluated periodically for evidance of HPA axis suppression by using the
vrinary free cortisol and ACTH stimulation tests. i HPA axis suppression is
noted, an attempt shouid be made to withdraw the drug, to reduce the
frequency of application, or to substitute  less patent steroid.

Recovery of HPA axis function is generally prompt and complete upon
discontinuation of the dmg lnmquently slgns and symptoms ol steroid
withdrawal may occur, req cor

Children may absorb propomnnauy tnrger amounts of 1opu:a|
corlicosteroids and thus be more susceptible to sysiemic loxicity (See
PRECAUTIONS — Pediatric Use).

o teroid-resp L]

H irritation d , tapical ¢ ids should be discontinued and
appropriate therapy msmmod

In the p of d ical Infecti the use of an appropriaie
anmungal or antibacterial aqnm shouki be instituted. ¥ a favorable insponse

doos not occur promptly, the conli id should be d| tinued until the

has been q y controlfed.

Information for the Patient
Palients using topical corticostaroids should receive the fallowing
information and insiructions:
1. This medication is to be used as directed by tha physician. It is for
external use only. Avoid contact with the ayes.
Patienls should be advised noi to use lhis medication for any disorder
other than for which it was presceibed.
The treated skin area should not be bandaged or otherwise covered or
wrapped as to be occlusive uniess direcied by the physician.
. Patients should raport any signs of local adverse reactions especially
under occlusive dressings.
Parents of pediatric patients should be advised not to use tight-fitling
diapers or plastic pants on a chlld boing !roamd in the diaper area, as
these garments may dr
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Laboratory Tests

The following lests may be helpful in evaluating the HPA axis suppression:
Urinary free cotisol test

ACTH stimutation test

Carci is, Ml Is, and Impairment of Fertility

Long- -term animal studies have not been performad o svaluate the
carcinogenic pomha! or the effect on fertility of topical corticosteroids.
Studies 1o d icity with pred [ and hydrocortisone
have revealed negative resulls
ic Effects. Preg [ y C.
Comcosloroids are generally teratogenic.igaboralory animals when

administered systemically at cplatively lo fevels. The more potent

corticosteroids have been shown 1o be malogemc after dermal application
in laboratory animals. There are no adsquate and well-controlled studies in
pngnanl women on teratogenic effects from topically applied corticosteroids.

tare, topical corti ids shauld be used during pregaancy only i
the poltmul benafit justifies the®potential risk to the fetus. Drugs of this
class should not be ysed extensively on pregnant patients, in large
amounts, or for prolonged periods of time.

Nursing Mothers

It is not known whether topical administration of corlicosteroids could result
in sufficient ic absorption to prod ble quantities in breast
mifk. Systemically administered w.' ds are secreted into breast milk
in quanmin not likely to have a delaterious effact on the infant
Nsvertheless, caution should be exercised when lopical corticosterards are
administered to a nursing woman.

Pediatric Use
Podlarﬂc patlents may demonstrate greater susceptibility to topical
cor d HPA axis supp and Cushing’s syndrome than
mature patients bacause of 8 larger skin surface area to body weight ratio.
Hypothalamic-pituitary-adrenal {HPA) axis suppression, Cushing's
syndrome, and intracranial hypertension have been reported in pediatric
patients receiving topical corticosteroids. Manifesiations of adrenal
suppression In padiatric patieats include linear growih retardation, delayed
waight gain, low plasma corfisol levels, and absence of response lo ACTH
sllmulatlnn Mlmiuuuons of intracranial hypertension inciude bulging
hes, and bilateral papilledema.
Administration of topical corticosteroids to pedlatnc pauams shou(d be
limited to the least amount compatible with an effacti
Chronic corlicos!erold thuapy may interfere with lhe gmwlh and
P of
ADVERSE REACTIONS
The following local adverse reactions are reported infrequently with topical
conticosteroids, bul may occur more frequently with the use of occlusive
dressings. These reactions are listed in an approximate decreasing order ot
occurrence:

P P

Burning Perioral dermalitis

Itching Allergic contact dermatitis
lrritation Maceration of the skin

Dryness Secondary infection

Folliculitis Skin Atrophy

Hypertrichosis Siriae

Acnaiform eruptions Miliaria

Hypopigmentation

OVERDOSAGE

Topicalty applied corti ids can be absorbed in sufficient amounts to

produce systemic effects (See PRECAUTIONS).

DOSAGE AND ADMINISTRATION
Topical corlicosteroids are generally applied to 1he affected area as a thin
film trom two to tour times daily depending an the severity of the condition.
Occlusive dressings may be used for the management of psoriasis or
recaicitrant conditions.
If an infaction develops, the use of occlusive dressings should be
discontinued and appropriate antimicrobial therapy instituted. |,
Lotion - Shake well before use.
HOW SUPPLIED
Hydracortisone Cream USP, 1% in
20 g tubes NDC 49158-101-07,
1 0z (28.35 g) tubes NDC 49158-101-08,
4 02 (113.4 g) jars NDC 49158-101-12,
16 oz (453.6 g) jars NDC 49158-101-16.

Hydrocortisone Cream USP, 2.5% in

20 g tubes NDC 49158-200-07,

1 0z {28.35 g) tubss NDC 49158-200-08,

16 0z (453.8 g) jars NDC 49158-200-16.

Hydrocortisone Lotion USP, 2.5% in

2 [t oz (9.2 mL) bottles NDC 49158-348-32,

4 fl 0z {118.3 mL) bottles NDC 49158-348-34.

Hydrocortisone Qintment USP, 1% in

20 g tubes NDC 49158-103-07,

1 0z {28.35 g) tubes NOC 49158-103-08,

16 02 (453.6 g) jars NDC 49158-103-16.

Hydrocortisone Olintment USP, 2.5% in

20 g tubss NOC 49158-347-07.

1 02 {28.35 g) tubes NDC 49158-347-08.

18 oz (453.6 g) jars NDC 49158-347-16.

Pharmacist: Dispense in tight containers, as specified in USP.
Store at controlled room temperature 15° - 30°C {59° - 86°F). Protect trom
freezing.
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Manufactured by
THAMES PHARMACAL CO., INC.
Ronkonkoma, New York 11779
MG 112424 R398
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Each gram contains: 25 mg of Hydrocortisone in a
base containing ' whlte pstrolatum and mineral oil.
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HYDROCORTISONE
[OINTMENT]USP, 2.5%

NET WT 20 GRAMS
Bonly

USUAL DOSAGE: Apply to affected area two to four times daily.

See insert for complete information.

For external use only. Not for ophthaimic use.

Keep this and all medications out of the reach of children.

Keep away from eyes. For control ho snd
Store at controlled room temperature 15°-30°C (59°-86°F). oxpiration date see
Protect from freezing. Keep tightly closed. carion and/or cimp of hbs.
THAMES PHARMACAL CO., INC., RONKONKOMA, NY 11779 USA

e ] NDC 49158-347-07

HYDROCORTISONE
LOINTMENT |USP, 2.5%

NET WT 20 GRAMS
R onty

046



