HYDROCORTISONELOTION- hydrocortisone lotion ointment

Dr.Dan's LLL.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 Hand & Body Lotion
Hydrocortisone 1.0%![

Inactive Ingredients: Beeswax, petroleum jelly, mineral oil.

Keep out of reach of children.

| Drug Facts |

| Active Ingredient Purpose |
Hydrocortisone 1.0% ... Antitch

| Uses |

I Temporarily relieves itching associated with:
B minor skin irritations I

B rashes

I B inflamation due fo eczema

Warnings

B For external use only.

Not for diaper rash. |

Other uses of this product should be only under the

advice and supervision of a physician. |

When using this product keep out of eyes. Rinse with

water to remove.

Stop use and ask a doctor if condition worsens, if I

I symptoms persist for more than 7 days or clear up and
occur again within a few days. I

Do not use with any other hydrocortisone product unless

| directed by a physician.

B Do not use more than directed unless directed by I
a physician.

I B Keep out of reach of children. If product is swallowed, get I

medical help or contact a Poison Control Center right away.

Directions |
M Adults and children ages 2 and older: apply to affected

I area not more than 4 times daily

B Do not use on children under 2 years; consult a physician |

Inactive Ingredients |
Deionized/Purified Water, Mineral Oil (and) Ethylene/Proplene/

I Styrene Copolumer (and) Butylene/Ethylene/Styrene Coploymer, I

Cetearyl Alcohol & Dicetyl Phosphate & Ceteth-10 Phospate Mineral

| Oil, Vegetable Glycerin, Dimethicone, PEG-7 Glyceryl Cocoate,
Cetyl Alcohol ;, Propylene Glycol, Diazolidinyl Urea, Methylparaben, I

Propyparaben, PEG-20 Methyl Glucose Sequisttearate, Alpha

I Bisabolol, Vitamin E Acetate, Disodium EDTA. I

| Questions or Comments?
M Call 1-812-654-2002 |

I Distributed by Dr. Dan’s LLC, PO Box 786 West Boylston, MA 01583
Visit us online at Drdanslipbalm.com |
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HYDROCORTISONELOTION

hydrocortisone lotion ointment

HYDROCORTISONE
HAND & BODY

LOTION

Anti-ltch

Perfect for dry chapped
hands and skin

Great for eczema,
psoriasis and dermatitis

Dermatologist Recommended




Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:67516-0109

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
HYDRO CORTISONE (UNII: WI4X0X7BPJ) (HYDROCORTISONE - UNIEWI4X0X7BPJ) HYDROCORTISONE 10 g in 100 g
Inactive Ingredients
Ingredient Name Strength

MINERAL OIL (UNI: TSL8T28 FGP)
PETROLATUM (UNIL: 4T6 HI2BN9 U)
YELLOW WAX (UNI: 2ZZA36H0S2V)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:67516-0109-1 70.87 g in 1 PACKAGE; Type 0: Not a Combination Product 01/10/2019

Marketing Information
Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 01/10/2001

Labeler - pr. Dan's LLC (080637276)

Registrant - Dr.Dan's LLC (080637276)

Revised: 10/2019 Dr. Dan's LLC
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