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Hydrocortisone Valerate Ointment 0.2%

For Exterial )56 Crty. Not for Ophthimic Use.

DESCRIPTION .
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CLINICAL PHARMACOLOGY
Topscal corticosteroids share ant-infiammatory, anti-pruritic and VASOCONSTICUYS acBions. -
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Topical corticosternids can be absorbed from oMMt intacl sidn 167 Inflammation and/or other diseass processas in
the skin increase pancuuaneous absorption. ¥ ive dressings subsiantially mncreass the pertutaneors absorpbon
ol Wpical corticsternids <7 Thus, occlusive dressings may be a valuable thérapeutic adjunct for treatment of resistant
dermatoses (tza DOSAGE AND ADMINISTRATION).
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femically administered corticosteroids. Corticosteroids are bound o plasma proteins in virying deégress.
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INDICATIONS AMO) USAGE
Hydrocortisone Valerats Olrtment is ingicated for n refief of the intammarcry and pruritic manitestaions of the cor-
ticosterold-Tesponsive dermatoses,

CONTRAINDICATIONS
Togical corticostercids are contraindicated in thosa patients with a history of hypersansitivity to any of the components
ot the praparation.

PRECAUTIONS

Gemenal

Systemic absorption of tomcal corticosterods has produced reversitie hypothalamic-pituitary-adrenal {HPA) axig sup-
Prossion, maniestations of Cushing's syndrome, hyperolycemia. and glucosuria in some palignts *

Conditions which Wgmeat sysiemic ahsorption include the 20plication of the more potent Sterolds, use ovar Larga suv-
tace areas, protonged use, and the additon of occlusive dressings. 10
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Recovery of HPA nds lunction is Qorierally prompt and ¢ implets wpon discovtinuation of the drs. ™ Infrequently, signs
d Symptoms ol steroid withdrawal May occur, requirng suppiemental systamic corticosleroids. 1,12

Children may absrrb proportionially arger amaents of topical corticosternids and thus be more suscaphibie to systemic
Toxicity'.M (See PRECAUTIONS - Pediatric Use}.

IFirritation davedops, lopical Corticosteroids should be discontinued and appropriate therapy instiuted.

In the presancy of dermatological infections, e use of an apprapriats antifungat or antibacteria pent shouid be insti-
tuled. I 5 tavorable responsa does not oceur promptly, ihe corticosteroid should ba discontinuad unti th infection
has been adequalely controlled,

Ixformaiion for e Patiant
Patients using topicat corticostertids should recews: the following information and instructions:
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directsd by e phy sician.
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5. Paremts of pediatnc wilnlsMhmunmmuuﬁunrimwnrmmmamﬂmw
treated in the diaper area, a5 these garments Mmay constitirie oeclusive dressing.
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Urinary free cortisol test

ACTH stimuiation test
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Topical corticosteroids.
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Padiatric Use
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ADVERSE REACTIONS
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mm.mmmm,mmalmm.mm.wmy. striae, mikania.
OVERDOSAGE
memmmmhmmmmﬁmmmshmmkmutm?m
TIONS).

DOSAGE AND ADMINISTRATION

HYOROCORTISONE VALERATE ONTMENT 0.2% SHOULD BE APPLIED TO THE AFFECTED AREA AS A THIN FiLM TWO
OR THAEE TIMES DAILY DEPENDING ON THE SEVERITY OF THE CONDITION.

Octhusive dressings may be usad for the management of psorizsis o recakcitrant conditions.
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HOW SUPPLIED
HYDROCORTISONE VALERATE DINTMENT 0.2% is Supplied in 15 9, 45 9 and 60 g tube sizes.

STORAGE
Siore below 267G (T8°F).

CAUTION: Foderst law prohibits tipensing without prestription.

Mid. by: TARQ Pharmaceuticais Mc.. Geamalea, Oritario, Canada LET 163
Date lssved:  October 1, 1097
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Hydrocortisone Valerate
Ointment 0.2%

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE.
CAUTION: Federal law prehibits dispensing withest prescription.
Keep this and all medication out of the reach of children.

EACH GRAM CONTAINS: 2 mg of hydrocortisone valerate in a hydrophilic base composed
of carbomer 934P, dibasic sodium phosphate, methyiparaben, mineral oil, propylene gly-
col, purified water, sodium lauryl sulfate, steareth-2, steareth-100, stearyl alcohol and
white petrolatum,

USUAL DOSAGE: Apply a small amount to affected areas 2 or 3 times daily, Read accom-
panying literature carefully.

Store below 26°C (78°F),

To Open: Use pointed end on ¢ap to puncture seal.

For Lot No. and Exp. Date see crimp of tube.

Mid. by: Taro Pharmaceuticals Inc., Bramalea, Ontario, Canada L6T 1C3
Dist. by: Tare Pharmaceuticals U.$.A., Inc., Hawthore, NY 10532
PK-2340-0
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Oirections for puncturing fube seal: Remove cap. Turn cap upside

down and place puncture tip onto tube. Push cap until tube end is i
punctured. Screw cap back on to reseal tube. :
!
Mfd. by: Taro Pharmaceuticals Ing, ' r

[}

Bramalea, Ontario, Canada L6T 1C3
Dist. by: Taro Pharmaceuticals U.S.A., Ing., Hawthorne, NY 10532
TARO is a registered trademark of Taro Pharmaceuticals USA, Inc, 3 51672 1292 31

Hydrocortisone Valerate
Ointment 0.2%

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE.
CAUTION: Federal law prohibits dispensing without prescription.
Keep this and all medication ou! of the reach of children.
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EACH GRAM CONTAINS: 2 mg of hydrocortisone valerate in a hydrophilic base composed of car-
bomer 934P, dibasic sodium phosphate, methylparaben, mineral oil, propylene glycol, purified
waler, sodium laury! sulfate, steareth-2, steareth-100, stearyl alcohal and white petrolatum.

PK-2341-0

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

Store below 26°C (78°F).

Lot No. & Expiry Date, see flap of carton or crimp of tube,

60g NDC 51672-1292-3

Hydrocortisone Valerate
Ointment 0.2%

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE.
CAUTION: Federal law prohibits dispensing without prescription.
Xeep this and all medication out of the reach of children.
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459 NDC 51672-1292-6

Hydrocortisone Valerate
Ointment 0.2%

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE.
CAUTION: Federal law prohibits dispensing witheut prescription,
Keep this and all medication oul of the reach of children.

EACH GRAM CONTAINS: 2 mg of hydrocortisone valerate in a
hydrophilic base composed of carbomer 934P, dibasic sodium phos-
phate, methylparaben, mineral oil, propylene glycol, puritied water, sodi-
um lauryl suifate, steareth-2, steareth-100, stearyl alcohoi and white
petrolatum.

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

Store betow 26°C (78°F).

To Open: Use pointed end on cap to puncture seal.

For Lot No. and Exp. Date see crimp of tube.

Mfd. by: Tare Pharmaceuticals Inc., Bramalea, Ontario, Ganada L6T 1C3
Dist. by: Tare Pharmacenticals U.5.A., nc., Hawtherne, NY 10532
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punctured. Screw cap back on to reseal tube.

Mfd. by: Taro Pharmaceuticals Inc.
Bramalea, Ontario, Canada L6T 1C3 .
Dist. by: Taro Pharmaceuticals U.S_A., Inc., Hawthome, NY 10532

Directions for puncluring fube seal: Remove cap. Tumn cap upside

down and place puncture tip onto tube. Push cap until tube end is ||| ||| i
]

TARQ is a registered trademark of Taro Pharmaceuticals US.A., Inc. 3 51672 1292 62

459 NDC 51672-1292-6

Hydrocortisone Valerate
Ointment 0.2%

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE.
CAUTION: Federal law prohibils dispensing without prescription.
Keep this and all medication out of the reach of children.

EACH GRAM CONTAINS: 2 mg of hydrocortisone valerate in a hydrophitic base composed
of carbomer 934P, dibasic sedium phosphate, methytparaben, mineral oil, propylene gly-
col, purified water, sodium lauryl sulfate, steareth-2, steareth-100, stearyl alcohol and
white petrolatum.

USUAL DOSAGE: Apply a small amount to alfected areas 2 or 3 times daily. Read accom-
panying literature carefully.

Store below 26°C (78°F).

Lot No. & Expiry Date, see flap of carten or crimp of tube.

Hydrocortisone Valerate
Ointment 0.2%

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE.
CAUTION: Federal law prohibits dispensing withost prescription.
Keep this and all medication out of the reach of children.
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159 NDC 51672-1292-1

Hydrocortisone Valerate
Ointment 0.2%

FOR EXTERNAL USE ONLY. NOT FOR OPRTHALMIC USE.
CAUTION: Federal law prohibics withest
Kowp this ant 81l medicatinn sut of the reath of children.

EACH GRAM CONTAINS: 2 mg of hyorocontisone valerate in a hydrophlic
base composed of carbomer B34P, dibasic sodium -phosphate, methyl-
paraben, mineral oil, propylens glycol, purified water, sodium furyl sulfate,
steareth-2, steareth-100, stearyl alcohol and white petrolatum.

USUAL DOSAGE: Apply 3 small amount to aftected 3reas 2 or 3 times daily.
Aead ying Herature carefully

Store below 26°C (78"F).

To Open: Use pointed end on cap to puncture seal.

For Lot No. and Exp. Date see crimp of tube.

Mid. by: Taro Pharmaceuticals Inc., Bramakea, Ontario, Ganada L6T 103

Dist. by: Tasre Pharmacenticals U.3.4,, ¢, Hawthorne, NY 10532
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punctursd. Scraw cap back on 10 resasl tube.

@w.w Targ Prarmacauticals inc.

Brwmaiea, Ontanio, Canada LET 103

Dist by: Tors Pharmacsutieais .54, Int., Hawthome, NY 10532

TARD & 2 regisiered trademark of Targ Prarmaceubcals U.S.A, Int. 3__ 5'167'2 1292 17

Oirachions for punchring lnbe seal: Remove cap.  Tum cap upside
down and place puncture tip onto tube.  Push £ap Ut Wbe end is
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159 NDC 51672-1292-1

Hydrocortisone Valerate
Ointment 0.2%

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE. Mmoo
CAUTION: Federal law prabibits disponsing without prescriptios. LIy
Kewp l||ll and &l mulullon wl of the reach ol ﬂlllirtll ; '. y 1L :
— — e e
EACH nmn I:DNTMHS 2mg o! hydrocortisona nleme ina nwropnllic base comnnm

ol carbomer 934P, dibasic Sodium phosphate, methylparaben, mineral oil, propylne giycol,
purified water, sodium lauryl sulfate, staarein-2, steareth-100, staaryl aicohol and white
petrolatum.

USUAL DOSAGE: Apply a small amount to affected areas 2 or 3 times daily. Read accom-
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panying iterature caretully.
Siore below 26°C (78*F). ’
Lot No. & Expiry Date, see lap of carton or crimp ot tube.

H'ydrocortisone Valerate
Dintment 0.2%

FOR EXTERNAL USE ONLY. NOT FOR DPHTHALMIC USE.
CAUTION: Federal iaw prokibits iisponsing witheat
Keup this and all mudication eut of the reach of children.
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