AFTATE HYDROCORTISONE CREAM- hydrocortisone cream cream
Sabel Med LL.C

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 USP 1% 1 oz

Directions
W Glean the affected area

B Amppl',r a small amount of this product {an amount aqual to the surfaca area of the tip of 2 finger)
on the area 1 163 times daily I May be covered with & sterile bandage
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ﬂr oul of reach of ehlldren. If swaillowed, get medical help or confact a Peison Control Gerer
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For axternal use onky

Do not use W inthe eyes W if vou are allergic to any of the ingredients
W over large areas of the body M longer than 1 week unless directed by a doctor

Ask 1 docior bofers w30 In ease of M deep puncture wounds M animal bites
W sarious hums

Stap (e and ask a dector B W condition parsists or gets worse
W rash or ather allergic reaction develops

lises

W tempararily relieves itching associated with: M minor skin iniation
B inflammations and rashes dus to: M eczema M psariasis M insect bites
W paison ivy W detergents, jewelry and cosmetics
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Maximum Strength -
tta Wl Hydrocortisone ™ * -
ozrrell Cream UsP1% :

Net wt 10z. (28 g)

- Used For: Rash / Eczema / Psoriasis /
Antl Itc Redness / Inflammation / Other skin irritations

Drug Facts Drag Faeis {continued) . .

A i = Pumpnss :;;r a:':y lf rach of ehlldren. If svallowed, get medical help or contact a Poisan Cantrol Cerrter
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Hydrocerisans 1 Anti-teh Directions

Uses I Cioan tho affocted area

i e ; P M Apply 2 small amount of this product an amount equal o the surfaca area of the fip of a finger
W tempararily relieves itching assoniated with: M minor skin imitation nnmumm&ﬁmsdaity lMayhe(mredwiﬂumﬁluhmdaue )

W infiammations and rashes dua to: M eczema M psoriasis M insect biles

I paison ivy W defergents, jewelry and cosmetics Other information . o
wam,.ngs W store &t 15°-30°C (50°-86°F) M awoid emcessive et and humidity
For external use onby lﬂﬂﬂﬂ’ﬂ mgraimnfs catomacragol 1000 catostaaryl akeshol, chlorocrasol, adstaia ™

Do notuse Win the eyes M ifyou are allergic to any of the ingredients dimdi:nrr# pigumnriﬂﬁmrﬁn propylene glyeol, purified water, sodium meta bisulphite,

I over large areas of the body M longer than 1 week unless diracted by a doctor z
Ask 2 docior befers use In caso of M deep puncture wounds M animal bites Duestions? ca ol free 864.5A nrm.sn.aml Retaln carton for 8Xan

M sgrious bums. — important
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E» W rash or ather allergic reaction develops b el Madae in India
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AFTATE HYDROCORTISONE CREAM

hydrocortisone cream cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:70356-201

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
HYDRO CORTISONE ACETATE (UNI: 3X7931P074) (HYDROCORTISONE - HYDROCORTISONE 1g
UNIEWI4X0 X7BPJ) ACETATE in 100 g
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL: 059QF0KOOR)

CETOSTEARYL ALCOHOL (UNII: 2DMT128 M1S)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
MINERAL OIL (UNI: TSL8T28 FGP)

CETETH-20 (UNIL: 18 35H2IHHX)

EDETATE DISODIUM (UNII: 7FLD9 1C86K)
CHLOROCRESOL (UNIL: 36 W5307109)
SODIUM METABISULFITE (UNII: 4VONSFNS3C)
PETROLATUM (UNI: 4T6 HI2BN9 U)




Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:70356-201-01 28 gin 1 TUBE; Type 0: Nota Combination Product 05/01/2016

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 05/01/2016

Labeler - sabel Med LLC (091476000)

Revised: 3/2016 Sabel Med LLC
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