A AND D PLUSE - petrolatum ointment
H&H Laboratories, 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.

DRUG FACTS
Active Ingredient (in each gram): White Petrolatum 93.5%
Purpose-Skin Protectant

Uses-Temporarily protects minor cuts, scrapes, and sunburn. Helps treat and prevent diaper rash.
Protects chafed skin or minor skinirritation associated with diaper rash and helps seal out wetness.
Temporarily protects and helps chapped or cracked skin and lips. Helps protect lips from drying
effects of wind and cold weather.

Directions: Apply liberally as needed Change wet and soiled diapers promptly. Cleanse the diaper area
and allow to dry. Use with each diaper change, especially at bedtime when exposure to wet diapers may
be prolonged.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away.

For external use only. Do not use in eyes, on deep puncture wounds, animal bites, or serious burns or
for more than 1 week unless directed by a doctor.

Stop use and ask a doctor if: A rash or allergic reaction develops. Condition worsens, persists, or
recurs.

Inactive Ingredients: Corn Oil, Light Mineral Oil, Vitamin A Palmitate, Vitamin D, Vitamin E
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DRUG FACTS

Active Ingredient
White petrolatum USP

Purpose
Skin Protectant

Directions:
= Apply liberally as oft

N as necessary

= Change wet and soiled diapers promptly
= Cleanse the diaper area, and allow to dry

= Use with each diaper change, especially at
bedtime or anytime when exposure to wet
diapers may be prolonged

Uses:

Protects chafed skin du
and helps protect from W

Temporary protection of

Helps treat and prevent diaper rash

to diaper rash
etness

Helps prevent and temporarily protects chafed,
chapped, cracked, or wind burned skin & lips

minor cuts, scrapes,

burns, sunburn, chafed or chapped skin

Warnings:

® For external use only

m Avoid contact with eyes

= Not to be applied over deep
or lacerations

improve within 7 days
m |f swallowed, get medical hel
Center right away
m Keep out of reach of child

puncture wounds, infections

m Stop use and ask doctor if condition worsens or does not

Ip or contact a Poison Control

en

Other Information:
Store at room temperature
Lot No. see box or crimp o

59°t0 86° F
f tube

Inactive Ingredient

Petrolatum, Vitamin A Palmitate, Vitamin D, and Vitamin E
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. Ke? out o( reach of children. If swallowed, get
Ip or contact a Poison Conirol Center

NDC 52471- 100-13 I H Hl

VITAMIN Az D+E
OINTMENT

Contains Vitamins A and D

DRUG FACTS
Active Ingredient: White pefrolatum.
Purpose: Skin protectant
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MADE IN US.A.

NET WT. 13 OZ. (368 gms)

AT

A AND D PLUS E

petrolatum ointment

Product Information

NDC:52471-100

HUMAN OTC DRUG Item Code (Source)

Product Type

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
PETROLATUM (UNIL: 4T6 HI2BN9U) (PETROLATUM - UNIL4T6 HI2BN9 U)

Strength
937.5mg inlg

Basis of Strength
PETROLATUM

Inactive Ingredients

Ingredient Name Strength

VITAMIN A PALMITATE (UNIL: 1DIKONOVVC)
ERGO CALCIFEROL (UNII: VS041H42XC)

Packaging

# Item Code Marketing End Date

Package Description Marketing Start Date

1 NDC:52471-100-04
2 NDC:52471-100-13
3 NDC:52471-100-16

113 g in 1 TUBE
168 g in 1JAR
454 g in 1 JAR

Marketing Information

Marketing Category Application Number or Monograph Citation
part347 05/14/2012

Marketing Start Date  Marketing End Date

OTC monograph final

Labeler - n&mLaboratories, Inc. (151357175)
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