QUALITY CHOICE- hydrocortisone cream
Chain Drug Marketing Association, Inc.

Active ingredient Purpose
Hydrocortisone 1%.......cccovvvviiiiiiiininnennnn Anti-itch

Uses

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

e eczema, psoriasis, jewelry, insect bites, soaps, cosmetics, detergents, seborrheic
dermatitis, poison icy, oak, sumac

e temporary relieves external anal and genital itching

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

Warnings
For external use only

Do not use

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

e more than directed unless directed by a doctor

When using this product

e avoid contact with eyes

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

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. If swallowed, get medical help or contact a Poison
Control Center (1-800-222-1222) right away.

Directions
e for itching of skin irritation, inflammation, and rashes:
o adults and children 2 years of age and older: apply to affected area not more than
3 to 4 times daily
o children under 2 years of age: ask a doctor
o for external anal and genital itching, adults:
o when practical, clean the affected area with mild soap and warm water and rinse
thoroughly
o gently dry by patting or blotting with toilet tissue or a soft cloth before applying
o apply to affected area not more than 3 to 4 times daily



o children under 12 years of age: ask a doctor

Other information
store at room temperature 20-25°C (68-77°F)
Inactive ingredients

aloe vera leaf, alpha-tocopherol acetate, benzyl alcohol, cetyl alcohol, dimethicone 350,
edetate disodium, gelatin hydrolysate, glycerin, glyceryl stearate/peg-100 stearate,
magnesium ascorbyl phosphate, matricaria chamomilla flowering top, menthyl lactate,
methyl gluceth-20, methylparaben, petrolatum, polysorbate 60, propylene glycol,
propylparaben, purified water, steareth-2, steareth-21, stearyl alcohol, vitamin a
palmitate

Distributed by
CDMA, Inc.
Novi, Ml 48375
Made in China
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Hydrocortisone 1% with Antioxidants & Chamomile

Intensive Healing Formula

NET WT.10Z (28 9)

4 Tig

&
- o

NER) ROV PUSE BEY ] e ls B
TEM

$ i D| lrmm wtl:nn Inc
ot P

= vwmuunlll yrheolos codr

= & Cuestont BOO-985-7 557
L™,
Wadein Chira
- 20MENR2
TR R %

25515700198

Compara to the Actlve Ingred|ent In
Cortlzone-10" Maxlmum Strength
Itch Rallaf Intensive Malsture Cream®

vesnur S
Strength

e

B e e L U

B2 EEAG |
AU 10 STHOYSAn]

w0 s pud gray vy Bupeapiseeg re peubad

a4y e BB o g
“IZ N B R pnd eiedtind 0o e d 1g a pesfod unyogsd
e wlpigan’ g | e :pm Mapieen g vy p e p oyl

sazobupen Pt

AP piES mwmwwﬂwnwnwhﬂmm kgt
nicpe mgmunte mooe puedn eapensiep [ uay aow glssied s duls s LG
£4q0p 230w xn dojg

Duakide anpqipp Los ® 1 53 gy ygw g o buged iy g 'P‘-iﬂl

e L s baesd i 'k fpoom sepedde oo e fue so safuy Fusn b wnpan sy op Gpeap indju o e

p Mbdllrl‘hqm:‘"wv I — qu 55 s G:;uuﬂl;mm
(1 AAfELT) . e

JGICE R 1 DIONO0 SN FEEIE EY Aol e

et 1280 232402 aanedu) ool 1@ o “IPIp REELY) S 15dup 1 USe] AP 1w

oL R0 ‘wpayeyrang Eryiap mabe vary nel peae eel opuie

- - 350y

mmpe g =he enaly | BpLnLERD B T @ raa iy
Hpep s3] 0 £ UBg e 0w pURER pategean fide m sty

Aufraueu €321 UE SN LUEIA ELE dRCSEILY | VBRI D3390 240
r“h'h'pll;pﬁ m|m|mnumq|.l
opope g abiegoseal 7 iqmmwn,:u

K B Demuakapurssgt s 20034 fec o npo.d 1 e o
; femy sy i e pue pUE D S (i e
= wodnusode  sppusp spoge e seliipe Ao e
cmtm opixae Apede sonMe wme

Sl O ]k e i o Mkde - s us&_cmﬂ;mppwam- % _ . 2 b
pripe LR L 1 Ses | LRSI poess By gy w
sueyze] ada
oan piog legzgmes | PERY ) sucsguonply
RN 103809 YA CPTL2S B SU RIS B DonorNs ] vLIpIgo | oo e o iy | seding Justusafin sy
(panuyuodl staey By spae4 fing
RN WD T S Ao 00 VO HD
it L O S———— ( :I
— —

Anti-ltch Cream

Intensive Moisture

—

-

QUALITY CHOICE

hydrocortisone cream

Product Information

Product Type

HUMAN OTC DRUG

Route of Administration TOPICAL

Item Code (Source)

NDC:83324-297




Active Ingredient/Active Moiety

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

Inactive Ingredients

Ingredient Name
POLYSORBATE 60 (UNIl: CAL22UVI4M)
MATRICARIA CHAMOMILLA FLOWERING TOP (UNII: 3VNC7T6Z02)
PETROLATUM (UNII: 4T6H12BN9U)
GELATIN HYDROLYSATE (PORCINE SKIN, MW 3000) (UNII: 0K9R94573C)
WATER (UNIIl: 059QF0KOOR)
STEARYL ALCOHOL (UNII: 2KR89I14H1Y)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
STEARETH-21 (UNII: 53)3F32P58)
METHYL GLUCETH-20 (UNII: J3QDOLD11P)
DIMETHICONE 350 (UNIl: 2Y53S6ATLU)
EDETATE DISODIUM (UNIl: 7FLD91C86K)
PROPYLPARABEN (UNII: Z8IX2SC10H)
CETYL ALCOHOL (UNII: 936)ST6JCN)
GLYCERIN (UNIl: PDC6A3C0O0X)
GLYCERYL STEARATE/PEG-100 STEARATE (UNIl: RD25J5V947)
MAGNESIUM ASCORBYL PHOSPHATE (UNIl: OR822556M5)
MENTHYL LACTATE (UNII: 2BF9E65L7I)
METHYLPARABEN (UNII: A2I8C7HIIT)
STEARETH-2 (UNII: V56DFE46)5)
VITAMIN A PALMITATE (UNII: 1D1KONOVVC)
ALOE VERA LEAF (UNII: ZY81Z 83HO0X)
ALPHA-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
BENZYL ALCOHOL (UNII: LKG8494WBH)

Packaging
# Item Code Package Description Marketing Start
Date
1 (DC:83324-297 4 i 1 caRTON 01/06/2025
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 Drug MO017 01/06/2025

Strength

Marketing End
Date

Marketing End
Date
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