BP- cyclomethicone 5 cream
MIGUHARA

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

ACTIVE INGREDIENT

Active Ingredient: Cyclopentasiloxane 12%

INACTIVE INGREDIENT

Inactive Ingredients: Dimethicone/Vinyl Dimethicone Crosspolymer , Cyclohexasiloxane, Laureth-23,
Sodium Polyacrylate, Ethylhexyl Stearate, Trideceth-6, Polymethyl Methacrylate,
Polymethylsilsesquioxane, Ethylhexyl Palmitate, Prunus Armeniaca (Apricot) Kernel Oil, Macadamia
Integrifolia Seed Oil, Helianthus Annuus (Sunflower) Seed Oil , Titanium dioxide, Yellow Iron Oxide,
Red Iron Oxide, Black Iron Oxide, Tocopheryl Acetate, Retinyl Palmitate, Jasmine Oil

PURPOSE

Purpose: Skin Protectant

WARNINGS
Warnings:

1. Stop usage immediately if any of the below symptoms occur. Continued use could aggravate
symptoms, so it is advisable to consult with a dermatologist immediately. 1) Symptoms include but not
limited to: red spots, swelling, itchiness. 2) When having the same symptoms as above due to direct
sunlight. 2. Do not apply to areas affected by dermatitis, eczema or wounds. 3. Storage and handling: 1)
Tightly close lid after each use. 2 Keep out of reach of children 3) Store ina cool dry area, away from
sunlight 4. be aware not to getineyes.

KEEP OUT OF REACH OF CHILDREN
KEEP OUT OF REACH OF CHILDREN

Usage
Usage: Take an appropriate amount and gently apply it until absorbed.

Usage
Usage: Take an appropriate amount and gently apply it until absorbed.
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Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:70380-140

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CYCLOMETHICONE 5 (UNI: 0THT5PCIOR) (CYCLOMETHICONE 5 - UNIL:0 THT5PCIOR) CYCLOMETHICONE 5 3.6 g in 30 mL

Inactive Ingredients

Ingredient Name Strength
Laureth-23 (UNI: N72LMW566 G)
ETHYLHEXYL STEARATE (UNI: EG3PA2K3K5)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date




1 NDC:70380-140-01 30 mL in 1 CARTON; Type 0: Nota Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
unapproved drug other 01/02/2016

Labeler - MIGUHARA (689204213)

Registrant - MIGUHARA (689204213)

Establishment
Name Address ID/FEI Business Operations
MIGUHARA 689204213 manufacture(70380-140)

Revised: 2/2016 MIGUHARA
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