HYDROCORTISONE WITH ALOE- hydrocortisone cream
Taro Phamaceuticals U.S.A., 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.

Hydrocortisone 1% with Aloe
Drug Facts

Active ingredient

Hydrocortisone 1%

Purpose

Anti-itch cream

Uses
e temporary relief of itching associated with minor skin irritations and rashes due to

® eczema

insect bites

poisonivy, poison oak, or poison sumac

soaps

detergents

cosmetics

jewelry

seborrheic dermatitis

psoriasis

external genital and anal itching

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

Warnings

For external use only

Do notuse
¢ inthe eyes
e by putting this product into the rectum by using fingers or any mechanical device or applicator

Ask a doctor before use if you have
® avaginal discharge
¢ rectal bleeding
e diaper rash

When using this product consult a doctor before exceeding recommended dosage

Stop use and ask a doctor if
e condition gets worse
e condition persists for more than 7 days
e condition clears up and occurs again within a few days. Do not begin to use any other



hydrocortisone product unless you have consulted a doctor.

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: do not use. consult a doctor

For external anal itching:
® Adults: when practical, cleanse 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 application of this product

Children under 12 years of age: consult a doctor

Other information
e To open: unscrew cap, pull tab to remove foil seal, and screw cap back onto tube
® store at room temperature
e see cartonor tube crimp for lot number and expiration date

Inactive ingredients

aloe barbadensis, cetearyl alcohol/sodium lauryl sulfate/sodium cetearyl sulfate, citric acid, glycerin,
glyceryl stearate, methylparaben, mineral oil, paraffin, propylparaben, purified water, stearyl alcohol

Questions?
Call 1-866-923-4914

Distributed by:
Taro Pharmaceuticals U.S.A., Inc.
Hawthorne, NY 10532

PRINCIPAL DISPLAY PANEL - 28.4 g Tube Carton
Itch and Rash Relief
MAXIMUM STRENGTH

Hydrocortisone 1%
Cream
Antipruritic (Anti-Itch)

With Aloe
NET WT 10z (28.4 g)



Compare to the
active ingredient
in Cortizone=108*

Antipruritic (Anti-ltch)
Itch and Rash Relief

Maximum Strength Relief of Itches and Rashes Due To: |

o
= = P - e -
o= ofo | « Eczema + Psoriasis « Seborrheic Dermatitis - Poison Ivy, Oak, and Sumac | ]
8T 2 + Insect Bites » External Genital and Anal Itching + Soaps + Detergents =
o O s | * Cosmetics + Jewelry | = fe
" F
Itch and Rash Relief MAXIMUM STRENGTH =
g -~ =
= £ F 2
Hydrocortisone 1% - SRR
Cream > 13k 16
- mew = — S5 E - E
Antipruritic (Anti-ltch) NET WT 1 0z (28.4 g) E£5E
Ve
_____._---’ FLGF-EEE-298-LIED S8 UORSa ND ——
."_-_ | |ouooE JUESE Ya)Em meund ‘usqeled) idosd wee d o Esun B geE difysw B1EIEa s |
| yi.la:ﬂﬁ ‘uusafif ‘pioE owo ‘e1EIn s PUESIED WNIpos/SIBINE PUNE| WP 050400 E | AB8180 ‘SEUS [E QIEq SO SjuBpadi Ul aalpeuy
| ? 9Lg 2J90 UCIEJICHE PUE 12 QUNU 10§ J0) AUUD 20N}J0 UOUED 236 «  RNNEIR QL) W00 B a5 « |
2qn} auo ¥Eq deo MU0 pUE ‘[BSE poyanausl g gejnd ‘des maosun uado of «
Uojjeuuo jul syio | B
— (peruiluoa) spoeq4 Bnug
v |~
/ L .!p?lllij e J0j20 p e ynsuno ss6E o erel Z| JSpun el pEgn
| m"‘".:?‘,f.“;n janposd sny pouopendde agag Yo Yos B0 Snssl. 1epol Yum Bunio) quo Buged Ag Ap Ausb .
5] gnase By g 0.8 HjybinDuoy] 85Ul PUE JSJEW LLEM PUE d206 DiILI LM B2E D309 JE 81 S5ES|3 TEM0Rd usym SN0y «
| | “fg EnquEIR = Fu o B U e 10y

J0p op B Ynsuna een jouop e jo simek g sapun w ppg
fEp EAUI 0] £ UEY] SI0W 0UESIE pADSEE o) fdde «
uapo pue abie jo gead g Wi ppp puE syney
SU0I8IId

Az Jybu Jepe o jou0 S UDsiod B peRucaJodipy [Eipay BE pavoEmE y UesiND o yoessjoino deay
1000 P B PANEU0DE ALY N0 & SEa|un

1onpoud sucsiuosop Ay seyie Aue s eno) wieg ou og SAEp me) e unpam wefie BIMoD pue dn SISO UHIPUDD «
sAEp £ wEYy & ou i sisElsd uiPpUoD «  Ss o Elsh uwpuoo «

J IMO0P ENSE pUESSN dojg

\_ sfEop P pwwwosa fupsse axa8g J0joap EYnsu@ P npoad sag Busn ueyp

/
.'r'(
—

| EEilREIp . Bupssng pioes. sheyospEobess .
anzy nofd § SsNamieq 0 0PE Y3y
ojEsgdde o aowa p [esiuEpew Aue o sisbuly Busn Aq wniosiay) aw oopod sy Buand &g .
SafE SUIUl -
EN Jou og
Ruo sen puiEspe doy
shiuy wem
G 4B DT 3
wuppaacts e e e st
B Ij0 JEmD SMPWETD « Fuabsiep « sdeoE« sAUNsucsldio ‘yEeouosod ANUoEDd « SE)0 DOE « ELEIIE .
BIEN P B LN S0 0} 8NP ESEE] PUE SUOIEILUN UM E 0L Yy peEnosse Buiym o jees Amindus) «
lany 44 m gL Elp S350
10 B EIuEY
T O L, [ T T BLD Sl 000
asoding U8 palful & Ag 2y
J2IPY YDy puD )] | | sjoe4 bnug
B - s v S — g
\_ @rnuy) numidnuy %L OSIMOIIPAH
hydrocortisone cream
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:51672-2013
Route of Administration TOPICAL




Active Ingredient/Active Moiety
Ingredient Name
Hydrocortisone (UNI: WI4X0X7BPJ) (Hydrocortisone - UNIE:WI4X0X7BPJ)

Inactive Ingredients

Ingredient Name
CETOSTEARYL ALCOHOL (UNI: 2DMT128 M1S)
SODIUM CETOSTEARYL SULFATE (UNIL: 7ZBS06BH4B)
SODIUM LAURYL SULFATE (UNI: 368GB5141J)
CITRIC ACID MO NO HYDRATE (UNIIL: 2968 PHW8 QP)
GLYCERIN (UNIL: PDC6A3C00X)
GLYCERYL MONOSTEARATE (UNII: 230 0U9 XXE4)
METHYLPARABEN (UNIL: A218 C7HI9T)
MINERAL OIL (UNI: T5L8 T28 FGP)
PARAFFIN (UNIL: I9O0E3H2ZE)
PROPYLPARABEN (UNII: Z81X2SC10H)
WATER (UNIE: 059 QFOKOOR)
STEARYL ALCOHOL (UNIL: 2KR8914H1Y)

Packaging
# Item Code Package Description
1 NDC:51672-2013-1 1in 1 CARTON

1 14.2 g in 1 TUBE; Type 0: Not a Combination Product

2 NDC:51672-2013-2 1in 1 CARTON

2 28.4 g in 1 TUBE; Type 0: Nota Combination Product

3 NDC:51672-2013-3 1in 1 CARTON
3 60 gin 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation

OTC monograph not final part348

Labeler - Taro Phamaceuticals US.A., Inc. (145186370)

Establishment
Name Address ID/FEI
Taro Phamaceuticals Inc. 206263295

Revised: 7/2020

Basis of Strength Strength
Hydrocortisone 1g in100 g

Strength

Marketing Start Date Marketing End Date
08/23/1995

08/23/1995

07/17/2020

Marketing Start Date Marketing End Date
08/23/1995

Business Operations
MANUFACTURE(51672-2013)

Taro Phamaceuticals U.S.A.,, Inc.
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