HYDROCORTISONE- hydrocortisone cream
Discount Drug Mart Inc.

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may
be marketed if they comply with applicable regulations and policies. FDA has not
evaluated whether this product complies.

Discount Drug Mart Hydrocortisone Cream with Aloe

Active Ingredient

Hydrocortisone 1%

Purpose
Anti-itch

Uses

temporarily relieves itching associated with minor skin irritation, inflammation and rashes
due to:

e eczema

¢ insect bites

e poison ivy, oak, sumac

e soaps

o detergents

cosmetics

jewelry

seborrheic dermatitis

psoriasis

temproarily relieves external anal and genital itching

other uses of this product should only be under the advice and supervision of a
doctor

Warnings

For external use only

Do not use

e if you area allergic to any of the ingredients

¢ in the genital area if you have a vaginal discharge. Consult a doctor.
e for the treatment of diaper rash. Consult a doctor.

When using this product
e avoid contact with eyes
e do not use more than directed unless told to do so by a doctor



e do not put directly into the rectum by using fingers or any mechanical device or
applicator

Stop use and ask a doctor if

e condition worsens, symptoms persist for more than 7 days or clear up and occur
again within a few days, and do not begin use of any other hydrocortisone product
unless you have asked a doctor

e rectal bleeding occurs

Keep out of reach of children

If swallowed, get medical help or contact a Poison Control Center right away.

Directions

for itching of skin irritation, inflammation, and rashes:

e adults and children 2 years of age and older: apply to affected area not more than 3
to 4 times daily

e children under 2 years of age: ask a doctor

for external anal and genital itching, adults:

e when practical, clean the affected area with mild soap and warm water, and rinse
thoroughly

e gently dry by patting or blotting with toilet tissue or a soft cloth before applying

e apply to affected area not more than 3 to 4 times daily

e children under 12 years of age: ask a doctor

Other information

store at room temperature

Inactive ingredient

aloe barbadensis leaf juice, aluminum sulfate, beeswax, calcium acetate, cetyl alcohol,
dextrin, glycerin, maltodextrin, methylparaben, mineral oil, petrolatum, propylparaben,
sodium cetearyl sulfate, sodium lauryl sulfate, water

Package label
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Compare to the active
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Relieves ltching and Redness Fast!
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STORE, SEND REASGN FOR DISSATISFACTION, NAME,
ADDRESS AND EMPTY PACKAGE TO:DISCOUNT DRUG
MART, 211 COMMERCE DRIVE, MEDINA, OHIO 44256

00 LRWERIP-AUEDSE M S525E ) ‘EUIpEp

HEW Er\l'L]JuﬂDﬂEIEI :Ag paanguisip BNSHI“!

BLOTILOY) YIEWERE] passsifal ey

£ D L WWO‘QWGU‘%PJD RRIIEALBL U 8 Erecid S,

0""93351"01985""2

sinoos Buipsa)y (ena 8
JOII0D B PAYSE AARY NOA S58[UN DNE0d SUDSICSDIRAL
13ujo Aue o sn uifiaq jou op pus ‘sAep May B unjpe uiebs

IN200 puE dn JES0 10 SAER J LB 2I0W 0] [EERd SWwoldAs R s

T ‘SUBSIOM UDIIPUGS B J JOJIOP B YSE pue asn dojg
e s 0 aamap Aue o s1aBuy Buisn A whjes

B i JajEm 'sjeyne |Ane| aU} opul A5ENp Ind JoU o B J0IOp € 4G OF Op Of o} SE3UN
—— 'm_'f‘,“” aigyns hieajeo LUI’IIDOG ueqe.lsqmma wmeoisd VEIN PEDAUID LELL 20U 350 10U 0P B 5243 LM [DEILCD PIOAE B

Lmuaponeu.l 1o |mauw 1B ULEAS uupep puoqe
MUERIED KEMSBE ElaN S0[E SIUSIDaIBLI aAgoeL)

Jonpoud s Buisn uaypy
IOACD B ASY IYSE JSCEIP JO JUDUIER) DU IO} B K00

BINEIACWE] WD0) 1 G055 @ LOJRULIOILT Jal,llo

Jojaop B ysy ahe jo sieak z Japun uay
Apep saL & ¢} £ UEL) 200U J0U Baue paq,o m

30p2 YOS & o anssl ) yie Buigeng 1o Euugsd ﬁq fap .qu:g-
NOJO] G50 PUE
J3pEm puE deos ppw Yypsm Bale pajoage ay) uaap ‘leogorid uaym =
“snpe Gy Eush pue |BUE [ewspa oy e
10330P B ¥Ey SISk 7 J8pUn LaIpiyo m
AIIBR S3AUI 0] £ UBY) SI0W 10U B3IE
pElaye o} fidde “1apio pu abE Jo SIEBK Z UBIRILD PUE SIRE
1SAUSEL PUE “LONBLULIEYU 'UCHBIL UIYE JO &npn icym

B nsuo] 1P (ewbea B aney nok ) eaE Eueb s u e
sjuapubig sy po Aue o) aiBsa)e e nof y e

asn Jou og

AJuo esn [ewas)xe J04

sBuuiep

10330 2 J0 UKNSISONE pUE SOINDE SU) JBpUN ag Auo

pinoys Eapoud S 0 $3sn sauglo = By Eusl pue [eue s
Sanala AL = siseyosd s w fjamal ®
sagawscs w susbssp e sdeos w 2BWNS 10 ‘Yoo A uesiod w
Sa)IG 1085U1 B BLISZIS B 1G] Np S3YSEI PUE USHELILUEYL ‘SUoNE)L
LS JoUI Y pajEResse Sum) sanalie) Auecdus) @ S35

e BU I8lUaD |QUD UeSiog B 12800 1o diay
[EDIpaLw laﬁ ‘pamo]|EMS J| "UBJPIYD JO YIead Jo jno daay

-y o
asoding  (wesB yoee uy) ms:pa;ﬁw aanoy

(panunuoojsyoey Bnug

Hivd 0004

AW

BnJ

SAUpaY PUB BUly)| sanaiay

UOSILIOI0IPAY

63mm

37mm

100mm

HYDROCORTISONE

hydrocortisone cream



Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

NDC:53943-985

Ingredient Name Basis of Strength Strength
HYDROCORTISONE (UNIl: WI4X0X7BP)) (HYDROCORTISONE - UNII:WM4X0X7BPJ) HYDROCORTISONE 10mg inlg

Inactive Ingredients

Ingredient Name
ALOE VERA LEAF (UNII: ZY81Z83H0X)
MYRISTOYL/PALMITOYL OXOSTEARAMIDE/ARACHAMIDE MEA (UNII: 1211AIM8G7)
CALCIUM ACETATE (UNII: Y882YXF34X)
CETOSTEARYL ALCOHOL (UNIl: 2DMT128M1S)
GLYCERIN (UNII: PDC6A3C00X)
MALTODEXTRIN (UNII: 7CVR7L4A2D)
MINERAL OIL (UNII: TS5L8T28FGP)
PETROLATUM (UNII: 4T6H12BN9U)
PROPYLPARABEN (UNII: Z8IX2SC10H)
SODIUM CETOSTEARYL SULFATE (UNIl: 7ZBS06BH4B)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
WATER (UNIl: 059QFOKOOR)

Packaging
# [Item Code Package Description Marketing Start
Date
1 (DC:53943-985 4 in 1 BoX 10/30/2015
1 28 g in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC monograph not 1139 10/30/2015

final

Labeler - piscount Drug Mart Inc. (047741335)

Revised: 2/2023

Strength

Marketing End
Date

Marketing End
Date

Discount Drug Mart Inc.
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