HYDROCORTISONE WITH ALOE MAXIMUM STRENGTH- hydrocortisone cream
Major Pharmaceuticals

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.

Hydrocortisone Cream with Aloe Maximum Strength - Major

Drug Facts

Active ingredient
Hydrocortisone, USP 1%

Purpose
Anti-itch

Uses

for the temporary relief of itching associated with minor skin irritations, inflammation,
and rashes due to:

eczema

insect bites

poison ivy

poison oak

poison sumac

soaps

jewelry

detergents

cosmetics

psoriasis

seborrheic dermatitis

for external genital, feminine and anal itching

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

Warnings

For external use only

Do not use
e for external feminine itching 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 the eyes

e do not begin the use of any other hydrocortisone product unless directed by a
doctor

e for external anal itching:
o do not use more than directed unless directed by a doctor
o do not put this product into the rectum by using fingers or any mechanical device

or applicator

Stop use and ask a doctor if

symptoms last for more than 7 days

the condition gets worse

symptoms clear up and occur again in a few days
rectal bleeding occurs, consult doctor promptly

Keep out of reach of children.

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

Directions

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

Children under 2 years of age
e do not use, consult a doctor

For external anal itching

Adults: when practical, clean the affected area with mild soap and warm water, rinse
thoroughly, gently dry by patting or blotting with toilet tissue or a soft cloth before
application of this product

Children under 12 years of age: consult a doctor

Other information

e Store at room temperature 59°-86°F (15°-30°C). Protect from freezing.

e Before using any medication, read all label directions. Keep carton, it contains
important information.

Inactive ingredients

aloe vera concentrate, cetyl alcohol, glyceryl stearate, isopropyl myristate,
methylparaben, polyoxyl 40 stearate, polysorbate 60, propylene glycol, propylparaben,
purified water, sorbic acid, sorbitan monostearate, stearyl alcohol, white wax. May
contain citric acid or sodium citrate solution to adjust pH.



Questions?

1-888-838-2872 between 9 am and 5 pm ET, Monday-Friday.

PRINCIPAL DISPLAY PANEL
Major®
NDC 0904-7623-31

Maximum Strength

Hydrocortisone * 10

Hydrocortisone Cream, USP 1%
antipruritic (anti-itch) cream With Aloe

Temporary Relief of Itching and Rashes Due To:

*Insect Bites <Eczema <Soaps

*Poison lvy, Oak, Sumac *Seborrheic Dermatitis *Cosmetics
*Psoriasis ¢Jewelry eDetergents

Compare to the Active Ingredient in Cortizone « 10®*
NETWT 1 OZ (28 g)



MAJOR

MAXIMUM STRENGTH

Hydrocortisone ¢ 10

Hydrocortisone Cream, USP 1%
antipruritic (anti-itch) cream

With pjoe

Temporary Relief of Itching and Rashes Due To:

e Insect Bites * Fczema * Soaps
* Poison Ivy, Oak, Sumac  « Seborrheic Dermatitis * Cosmetics
* Psoriasis * Jewelry * Detergents

NET WT 1 OZ (28 g)
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Distributed by: MAJOR® PHARMACEUTICALS
17177 N Laurel Park Dr., Suite 233
Livonia, MI 48152 USA

Rev. 0219  Re-Order No. 100485  M-46

09047762331

C

“Aepui4-Repuo ‘13 uKd g puB e § USSMIB) ZLRE-SES-888-1 ¢S LIONSANY

aualfdoJd ‘09 arequosklod ‘aleseals O JAxoAjod ‘uagese

WNIPOS J0 PIOE A LEI0D Ay Xem gyl m‘|uuna$ f"mw BJRIEAISOUOW UEGIOS ‘PIOE 2IGU0S Jajem psuund ‘uagesed)
Apaw ‘areisufty [Kdoidos| ‘aeseals £aakB ‘oyooje K12 ‘aleiugauoy v aow

“UOREULIO]Ul JUEOALIT SUIZIU0 Y1 \UOHED 33 ‘SUOTIaIP |3GE] |2 Peal ‘UONEalpatl AU BUIST 3102
“Buzsal) woi} 139104 (D406~ .915 4,96-.66 anjessdwa) Woo J¢ 810§

d isnfpe o), uo) Iﬂ]ﬁ:j! ?]BJII:’

sjusIpafiul anjIeu)

uaneunoju 1agjo

ypm Bupiolg Jo Bupyed £q Kip Apueb ‘AuBnoloy) asuu “Jajem Wwiem pue d:os PlIW Y)im eaJe pajiaye sy} u!a& “leanoesd uaym S)npy
|

A|jep Sy O} € UBY} BI0LW JOU BaJE Pajdeje O} A

10}90( € |[NSU0D :aDe JO 51284 2| Jepun UAIp|Iy)
anpoId S|y J0 LoDl dde 210}aq 10 oS € Jo anss) 1910}

23] U [euIa}E Jod

10700p & 1&nsuw ‘asn Jou 0p m afie Jo S84 Z Japun uaIp(Y]
ide w 1apjo pue abie jo siead Z uaip||ya pue synpy
suonaadia

‘Aeme 146 J8juaY) |0U0Y UOSIDG E JIEIL03 0 djay [epaw 186 ‘pamo|iems §| "uS1p|IY3 Jo yIeal jo o da;

sfiep moj e ul ureBe 190 pue dn seejd swojdwAs @ @siom s3ab uolipuod sy M SAep / Uey) a10w Joj Jse| swopdwis m

Apdwoid 10}00p 1NSUB3 '$IN300 Guipas|q [e10e) W

J 10120p & yse pue asn dojg

Joyeaidde Jo aanap [ealueydaw Aue Jo siaBuy Buisn Ag wingoal ayy ol jonposd siul ind Jou op m

10120p & AQ pajoal|p ssajun jonpoid auosioa01pAy Jayjo Aue Jo asn ay) ujBag jou op m a3 o U] UM J9RILOI ploAR

101300 & AQ palozilp $s8|un paldalp umu oL 85 J0u 0p W
Buloy eue [eulaxa JO]I

1anpoad sjy) Bujsn nmm\

10)30P € }jnsuoy "afieyosip [eulfen & aaBy NoX Ji Bulya)l aUIUIWB) [BUIB)Xs JO} M BSA Jou 0

"JOJ00P € JN5U02) "YSel Jodeip J0 JUOLLJERI] 61 0) W

e e

10}00D € JO UDIS|AIAANS PUE BOADE aquspun A0 8 PINOYS JoNPOId S|} J0 SBSN JAYI0 M DUy [eue Eun su\mwa; Euunn Bwapa 10j
P

l 'm osjodm  yeo uosjod sajq BLIBZO:
0} anp s:usm pue ummmmuui "SUDIHEILI LIYS Jou uI\M pmloossu ﬁu\uo:u 0 LEIlBJ AJEJDdLual ayy IDJ sasf

A u

QY = %1 dSN ‘PUOSO30IAH
asoding ) Juaipailiu) aanay
N sjae4 Bnig

g >4

HYDROCORTISONE WITH ALOE

hydrocortisone cream

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

MAXIMUM STRENGTH

Item Code (Source)

NDC:0904-7623




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
HYDROCORTISONE (UNIl: WI4X0X7BP)) (HYDROCORTISONE - UNII:WM4X0X7BPJ) HYDROCORTISONE 1g in100g

Inactive Ingredients

Ingredient Name
ALOE VERA LEAF (UNII: ZY81Z83H0X)
CETYL ALCOHOL (UNII: 936JST6JCN)
GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)
ISOPROPYL MYRISTATE (UNIl: ORESKA4LN]JS)
METHYLPARABEN (UNII: A2I8C7HI9T)
POLYOXYL 40 STEARATE (UNII: 13A4J4NH9I)
POLYSORBATE 60 (UNIl: CAL22UVI4M)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
PROPYLPARABEN (UNII: Z8IX2SC10H)
WATER (UNIl: 059QFOKOOR)
SORBIC ACID (UNII: X045W989B)
SORBITAN MONOSTEARATE (UNII: NVZ 410H58X)
STEARYL ALCOHOL (UNII: 2KR89I14H1Y)
WHITE WAX (UNIl: 7G1J5DA97F)

Packaging
# Item Code Package Description Marketlngistant
Date
1 NDC:0904:7623- 4 i 1 carTON 04/21/2009
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 4349 04/21/2009

final

Labeler - Major Pharmaceuticals (191427277)

Revised: 10/2022

Strength

Marketing End
Date

Marketing End
Date

01/31/2025

Major Pharmaceuticals
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