CERAVINE ORIGINAL MOISTURIZING MULTI-PURPOSE- oatmeal jelly
Biostandard 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
Colloidal Oatmeal (0.1%)

Purpose

Skin Protectant

Uses
e Temporarily relieves pain and itching commonly associated with skin dryness
e Helps prevent and temporarily protects chafed, chapped or cracked skin

Warnings
¢ For external use only

Do notuse on

cuts, scrapes, or broken skins

Stop use and ask a doctor

if irritation or rash persists.

Keep out of reach of children.

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

Directions

Apply generously as needed.

Other information
Store below 86 F (30 C)

Inactive ingredients

Ricinus Communis (Castor) Seed Oil, Helianthus Annus (Sunflower) Seed Oil, Olea Europaea (Olive)



Fruit Oil, Cera Alba (Beeswax), Hydrogenated Vegetable Oil, Tocopherol, Lavandula Angustifolia

(Lavender) Oil, Colloidal Oatmeal
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CERAVINE ORIGINAL iz mads out
of all natural ingredisnts that contain
colloidal catmaal to help nourish and
moisIUrize sensitive, dry skin.
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Ceravine Original

iz made from all natural ingredients

that is a body-friendly moisturizer.

Thiz plant-based moisturizer is infused with
hydrating and skinsoothing properties to
relieve itchy and irritated skin from dryness.
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MULTI-PURPOSE OIL JELLY

Religves imitation and itohing from dry skin
Moisturizes and s0othes dry, ohapped skin
Improves skin flexibility

Reduces diaper irritaton

Hydratss fingemal cuticles

Provents epiit ends and hair broakage
Reduose friotion from clothes whis sxsroising
Removes watsr-proof make-up
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oatmeal jelly

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Active Ingredient/Active Moiety

CERAVINE ORIGINAL MOISTURIZING MULTI-PURPOSE

Item Code (Source)

NDC:61403-020




Ingredient Name Basis of Strength Strength
OATMEAL (UNII: 8PI54V663Y) (OATMEAL - UNIL:8PI54V663Y) OATMEAL 0.0485¢g in50 g

Inactive Ingredients
Ingredient Name Strength
YELLOW WAX (UNIL: 2ZA36H0S2V)
OLIVE OIL (UNI: 6 UYK2WI1WIE)
TOCOPHEROL (UNI: ROZB2556P8)
SUNFLOWER OIL (UNIL: 3W1JG795YI)
LAVENDER OIL (UNI: ZBP1YXWOHS8)
CASTOR OIL (UNIL: D5340Y219G)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:61403-020-01 50 gin 1 CARTON; Type 0: Not a Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part347 07/24/2015

Labeler - Biostandard Inc. (688735402)

Registrant - Biostandard Inc. (688735402)

Establishment
Name Address ID/FEI Business Operations
Biostandard Inc. 688735402 manufacture(61403-020)

Revised: 7/2015 Biostandard Inc.
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