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NDC 38245-679-73

HYDROCORTISONE 60g
VALERATE CREAM USP, 0.2% |
jal

CAUTION: Federal law prohibits dispensing Wt
Store below 26°C (78°F). { L L‘-J \ﬂj

For topical use only.
Not for use in eyes.

USUAL DOSAGE: Apply a small amount to affected areas 2 or 3 times daily.

Read accompanying information carefully.

Each gram contains: 2 mg Hydrocortisone valerate in a hydrophylic base composed
of white petrolatum, stearyl alcohal, propytene glycol, amphoteric-9, carbomer 940,
dibasic sodium phosphate anhydrous, sodium lauryl sulfate, sorbic

acid and water. -
See crimp for lot number and expiration date.

Cnpley Pharmacedutical, Inc., Canton, MA 02021 TUB800900
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B NDC 38245-679-72
() HYDROCORTISONE 150
" VALERATE CREAM USP, 0.2%

CAUTION: Federal law prohibits dispensing without prescription.

Store below 26°C (78°F).

For topical use only. F —E

Not for use in eyes. . I = 07

USUAL DOSAGE: Apply a small amou ct\l aread M ﬁme&r "Read accompanying

(3]
information carefudly,

Eath gram contains: 2 mg Hydrocortisone valerate in a hydrophylic base composed of

white petrolatum, stearyl alcohol, propylene glycol, amphoteric-8, carbomer 940,

dibasic sodi.m phosphate anhydrous. sodium lauryl sulfate. sorbic acid and water.

See crimp for fot number and expiration date.

Copley Pharmaceutical, Inc., Canton, MA 02021 TUBS00800
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NDC 38245-679-75 N

HYDROCORTISONE - > 1209
VALERATE CREAM USP. 0.2%

CAUTION: Federal law prohibits dispensing without prescription.
Store below 26°C (78°F).
For topical use only.

AUG |2 fe -

Not for use in eyes.

USUAL DOSAGE: Apply a small amount to affected areas 2 or 3 times daily.

Read accompanying information carefully. ,
Each gram contains: 2 mg Hydrocortisone valerate in a hydrophylic base composed
of white petrolatum, stearyl alcohol, propyiene glycol, amphoteric-9, carbomer 940,
dibasic sodium phosphate anhydrous, sodium fauryl sulfate, sorbic acid

and water.

See crimp for lot number and expiration date.
Copley Pharmaceutical, Inc., Canton, MA 02021 TUB801000
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For topical use only.

Not for use in eyes.

USUAL DOSAGE: Apply a small amount to atlected areas 2 of 3 times daily.

Read accompanying information carefully.

Each gram costains: 2 mg Hydrocortisone valerate in a hydreptylic base compasad of white petrolatum,
stearyt alcohol, propylena glycod, ampholeric-9, carbomer 340, dibasic sodium phosphate anhydrous,
sodium lauryl suliate, somic acid and purified water.

NDC 38245-679-70

(? HYDROCORTISONE VALERATE CREAM USP, 0.2%

159
CAUTION: Federal law prohibits dispensing without prescription,
Store below 26°C (78°F).

Copley Pharmaceutical, Inc.
Canton, MA 02021
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For topical use only.
Not for use in eyes.

USUAL DOSAGE: Apply a small amount to afiected areas ’ "I I n I|I“||| I
2 or 3 times daily. Read accompanyig information carsluily. 3 38245-679-70 ¢
Each gram comtalns: 2 mg Hydrocortisone valerate in a hydrophylic

base composed of white petrolatum, stearyl alcohol, propylene glycol, amphoteric-9, carbomer 940,
dibasic sodium phosphate anhydrous, sodium launy sulfate, sorblc acid and puritied water

NDC 38245-679-70

’ HYDROCORTISONE VALERATE CREAM USP, 0.2%
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CA ederal law prohibits dispensing without prescription.
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base compased of white petrolatum stearyl alcohol, propylene glycol, amphoteric-9, casbomer 944,
dibasic sodium phosphate anhydrous, sodium lauryl suitate, somic acid and purified water
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For topical use only.
Not for use in eyes.

USUAL DDSAGE: Appiy a small amount to affected areas 2 or 3 times daily. Read accompanying
information carefully.

Each gram contains: 2 mg Hydrocortisone valerate in a hydrophylic base composed of white petrotatum,

stearyl aicohol, propylene glycol, amphotefic-9, carbomer 940, dibasic sodium phosphate anhydrous,
sodium lauryl sulfate, sorbic acid and purified water. i
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I For topical use only. ‘ i

‘Not for use in eyes.

USUAL DOSAGE: Apply a small amount to affected areas 2 or 3 times daily. Read accompanying
information carefully.

Each gram contains: 2 mg Hydrocortisone valerate in a hydrophylic base composed of while petrolatuem, ; ’Illl ,“ MI

stearyl alcohol, propylene glycol, ampholeric-9, carbomer 940, dihasic sodium phosphate anhydrous, g M 2 45-679-72 0
sodium lauryl sulfate, sorbic acid and purified waler,
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For topical use only.
Not for use in eyes.

USUAL DOSAGE: Apply a small amount lo affected areas 2 or 3 times daily. Read accompanying
information carefully.

Each gram contains: 2 my Hydrocortisone valerate in a hydrophylic base composed of while petrofatum,
stearyt alcohol, propylene glycol, amphoteric-9, carbomer 840, dibasic sodium phosphate anhydrous,

sodium lauryl suifate, sorbic acid and purified water.

NDC 38245-679-73

HYDROCORTISONE VALERATE CREAM USP, 0.2%

60¢g
CAUTION: Federal law prohibits dispensing without prescription.”
Store below 26°C (78°F). '
Copley Pharmaceutical, Inc. MR (D
Canton, MA 02021 U
For topicaluso ony MEmEL )
Not for use in eyes. fs\‘ﬂ‘ a i
USUAL DOSAGE: Apply a sma amount to affected areas 2 ¢y ‘;ﬂ}vesl aild Read sccompanying
information carefully.

Each gram contains: 2 mg Hydrocortisone valerate in a hydrophylic base composed of while petratalum,
stearyl alcohol, propylene glycol, amphoteric-9, carbomer 940, dibasic sodium phosphate anhydrous,

sodium lauryl sulfate, sorbic acid and purified water.

NDC 38245-679-73

HYDROCORTISONE VALERATE CREAM USP, 0.2%

60 g
CAUTION: Federal law prohibits dispensing without prescription.
Store below 26°C (78°F).

% Copley Pharmaceutical, Inc.
Canton, MA 02021
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For topical use only.

Not for use in eyes.

USUAL DOSAGE: Apply a small amount to affected areas 2 or 3 times daily. Read accompanying
tnformation carefuily.

Each gram contains: 2 mg Hydrocortisone valerate in a hydrophylic base composed of white petrolaturn,
stearyl alcohol, propylene glycol, amphoteric-9, carbomer 940, dibasic sodium phosphate anhydrous,
sodium lauryl sulfate, sorbic acid and purified water. .
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NDC 38245-679-75

Q HYDROCORTISONE VALERATE CREAM USP, 0.2%

120 g
CAUTION: Federal law prohibits dispensing without prescription.
Store helow 26°C {78°F).

Copley Pharmaceutical, Inc.
Canton, MA 02021

For topical use oniy.

ot for use in eyes. 'l

USUAL DOSAGE: Apply a small amount to affected areas 2 or 3 times daily. Read accompanying
information carefully.

Each gram contains: 2 mg Hydrocortisone valerate in a hydrophylic base composed of white petrolatum, . I”N] l' .

stearyl aicohol, propylene glycol, amphoteric-9, carbomer 940, dibasic sodium phosphate anhydrous, 3 38245-679-75 1
sodium tauryl sulfate, sorbic acid and purified water.

NDC 38245-673-75

i () HYDROCORTISONE VALERATE CREAM USP, 0.2%

120 g
CAUTION: Federal law prohibits dispensing without prescription.
Store below 26°C (78°F).

Copley Pharmaceutical, Inc.
Canton, MA 02021
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CREAM USP, 0.2%

For topical use only. Not for use in syes,  LEAX

Ii

DESCRIPTION
Hydrocortisonis Valerate Cream is a topical wmulation containing hydrocortisons valerale, & nof-fucrinated staroid. it has the chemical name
Pragn-4-ens-3,20-ione, 11¢ 21-dihydroxy-17-1.axopantyl) oxyl-(11R)-; the empirical formula is CagHaeOg; the molecular weight is 448.58, and

the CAS registry number is; 57524-80.7. The Sty formula o AUG ! 2
. OH 1998
)
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Each gram of Hydrocortisons Valerate Craam USP, 0.2% containg 2 mg hydrocortisone valerate in a hydrophllic base composed of white
patrolatum, steary! aiconol, propylens glycol, amphoteric-8, carbomer 940, dibasic sodium phosphate anhydrous, sodium lauryl sultete, sorbic acid
and water.

CLINICAL PHARMACOLOGY

Topical corticosteroids share anti-inflammatory, anti-pruritic ang vasoconstrictive actions.

The mechanism of anti-inflammatory activity of the topical corticosteroids is unciear,! Various laboratory methods, including vasoconatrictor
a33ays, are used fo compare and predict Potencies ardior clinical sificacies of the topical corticostaroids.2 There is some evidence 10 suggest that
A recognizable corretation exists batween vasoconstrictor patency and therapeutic efficacy in man.3

Pharmacokinstics - The axtent of Percutanacus absorption of topical corticosteroids is detarmined by many factors including the vehicle, the
integrity of the apidermal barmier, and the use of occlusive dressings.4.5.6

Topical corticostercids can be absorbed from normal inact skin.5.6.7 tnflammation andjor other dissase Processes in the skin increase
percutanecus absorption.8 Ocolusive dressi 9 bstantially increase the percutaneous absorption of topical corticosteroids. 4.7 Thus, occlusive
dressings may be a val therapeutic adjunct for reatment of reaistant dermatoses (see DOSAGE AND ADMINISTRATION).

Once absorbad through the skin, topical oorticosteroids are handled through pharmacokinetic pathways simitar to systemically administerad
corticosiaroids, Cortioosterpids are bound to plasma proteing in varying degrees. Corticostercids are metaboiized primarily in the liver and are than
excreted by the kidneys. Some of the topical conticosteroids and their metabolites are aiso excreted into the bile,

INDICATIONS AND USAGE

Hydrocortisone valerate cream is indicated for the reliei of the infiammatory and pruritic manifestations of the caorticostercid-responsive
dermatosas.

CONTRAINDICATIONS .

Topical conticosteroids are contraindicated in those patients with a history of hypersensitivity 1o any of the components of the preparatio_g. :
PRECAUTIONS

Geners! - Systemic absorption of topical corticosteroids has produced reversible hypolhalamic-pltuitlry-adrenal (HPA} axis suppression,
manitestations of Cushing's syndromme, hyperglycemia, and glucosutia in some patients.?

Conditions which augment systemic absorption include the application of the more potent sleroids, use over large surface ars, , prolonged use,
and the addition of occiusive dressings.10

evaluated periodically for evidence of HPA axis suppression by using the urinary free cortisol and ACTH stimutation tests. It HPA axis suppression
15 noted, an attempt should be made to withdraw the drug, to reduce the frequency of application, or to substinie a less potent steroid.

withdrawal may occur, féguiring supplemental systemic corticostaraids. t1.12

Pediatric patients may absorty propartionaily larger amounts of topical corticostercids and thus be more Susceptible to systemic toxicity13.14 (sen
PRECAUTIONS - Padiatric Use).

H irritation develops, topical corticosieroids should be discontinged and appropriate therapy instituted.

In the presence of dermatological infections, the use of an appropriate antifungal or antibacterial agent should be instituted, If a tavorable response
does not oocur Promptly, the conticosteroid should be discontinued until the infection has been adequately controlled.

thesa garments may constitute occlusive dressing.
Labarstory Tests - The following tests may be helplul in svaluating the HPA axis suppression:
Urinary free cortisol test
ACTH stimuiation test
Carcinogenesis, Mutagenesiy, and Impairment ot Fertility - Long-term animal studies have not besn performad 1o avaluate the carcinogenic
potential or the affect an fartility of topical corhcosteroids.
Studias lo determine mutagenicity with prednisolone and hydrocortisone have revealed negative resuits 1516
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Pregnancy: Terstogenic Ei , Preg y Category © - Conic are g y genc in laboratory animals when ldmlnlqlerqd
systemically ai reiativaly low dosage levels. The more potent corticosteroids have besn shown o be teratogenic after dermnl_appuuuor] n
iaboratory animals. Thare are no adequate and well-controlied studies in pregnant women on 1eratogenic effects from topically applied
corticosteriods. Therefore, topical corticosteroids shouid be used during pregnancy only if the potential benefit justifies the potential risk to the
fetus. Drugs of this ciass should not be used extensively on pregnant patients, in large amounts, or for prolonged periods of time.

Nursing Mothers - It is not known whather topical administration of corticosteroids could result In sufficient syslomiq absorption to produce
detectable quantities in breas! milk. Systemically administered corticosteroids are secreted into breast milk in quantities not hke!y to have a
deleterious eflect on the infant.17.18 Nevartheless, caution should be exercised when lopical corticosteroids are administared to & nursing woman.
Pediatric Use - Podiatric patients may demonstrate greater susceptibility 1o topical corticosteroid-induced HPA axis suppression and Cushing's
syndrome than mature patients because of a larper skin surface area to body weight ratic. _
Hypothalamic-pituitary-adranat (HPA) axis suppression, Cushing’s Syndroms, and intracranial hypsriension have bsen reported in padiatric
patients raceiving topical corticosteroids. Manifestations of adrenal suppresaion in pediatric patients inciude linear growth retardation, detayed
weight gain, low plasima cortisol levels, and absence of response 1 ACTH stimulation. Maniiestations of infracranial hypertension inclute buiging
fontanelies, headaches, and bilsteral papliledema,

Administration of topical corticosteroids 1o pediatric patients should be limited to the least amount compatible with an effective therapeutic regimen.
Chronic corticosteroid therapy may intsriere with the growth and development of pediatric patients.

ADYVERSE REACTIONS
The lollowing local adverse reactions are reported infrequently with topical corticostarokds, but may occur more frequently with the use of occlusive
dressings. These ions are listed in an approximata decreasing order of occurrence: burning, itching, irritation, dryness, folliculitis,

hypertrichosis, acneiform eruptions, hypopigmentation, pericral dermatitis, allergic contact darmatitls, maceration of the skin, secondary infection,
skin atrophy, striae, miliaria.
OVERDOSAGE
Topically applied corticostsroids can be absorbed in sutficent amounts to produce sysiemic sliects (see PRECAUTIONS).
DOSAGE AND ADMINISTRATION )
Hydrocortisone valerate cream should be applied to the atfected area &s a thin tim two or three times daily depanding on the severity of the
condition.
Occlusive dressings may be used for the maragement ol psoriasis or recalcitrant conditions.
it an infection develops, the use ol coclusive drassings should be discontinusd and appropriate antimicrobial therapy instituted,
HOW SUPPLIED
Hydrocontisone Valerate Craam USP, 0.2% is suppiied in the following tube sizes:
15 g NDC 38245-879-70
458 g NDC 38245-678-72
60 g NOC 38245-678-73
120 g NDC 38245-679-75
Store below 26°C (78°F).
Caution: Federal law prohibits dispensing without prescription. -
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