
INGENUE - zinc oxide cream  
Ingenue, LLC
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:
Zinc Oxide 14.5%

Purpose:
Sunscreen

Keep out of reach of children. If product is swallowed, get medical help or contact a poison control
center right away. 

Uses:
Helps prevent sunburn

Warnings:
For external use only
Do not use on damaged or broken skin.
Stop use and ask a doctor if rash occurs.
When using this product keep out of eyes. Rinse with water to remove.

Directions:
Apply liberally 15 minutes before sun exposure

Use a water resistant sunscreen if swimming or sweating

Reapply at least every 2 hours

Children under 6 months: ask a doctor

Sun protection measures : Spending time in the sun increases your risk of skin cancer and early skin
aging. To decrease this risk, regularly use a
 
sunscreen with a broad spectrum SPF value of 15 or higher and other sun protection measures
including:
                
                limit time in the sun, especially from 10 a.m. -  2 p.m.

                wear long-sleeved shirts, pants, hats and sunglasses.

Inactive Ingredients:

Alcohol, Aloe Barbadensis Leaf Juice, C12-15 Alkyl Benzoate, Glycerin, C13-14 Isoparaffin,
Cyclomethicone, Glyceryl Stearate, Laureth-7, PEG-100 Stearate, Polyacrylamide, Citrullus Lanatus
(Watermelon) Fruit Extract, Steareth-21, Synthetic Beeswax, Dimethicone, Olea Europaea (Olive) Fruit
Oil, Helianthus Annuus (Sunflower) Seed Oil, Camellia Sinensis (Green Tea) Leaf Extract, Chamomilla
Recutita (Matricaria) Flower Extract, Cucumis Sativus (Cucumber) Fruit Extract, Daucus Carota Sativa
(Carrot) Extract, Glycyrrhiza Glabra (Licorice) Extract, Lentinus Edodes (Shiitake Mushroom) Extract,



Macrocystis Pyrifera (Kelp) Extract, Pisum Sativum (Pea) Extract, Caprylyl Glycol, Castor Oil
Phosphate, Sodium Benzoate, Potassium Sorbate, Annatto, Dipotassium Glycyrrhizinate, Disodium
EDTA, Ferulic Acid, Maltodextrin, Phyllanthus Emblica Fruit Extract, Sodium Hyaluronate, Tetrahydro
Curcuminoids, Sorbic Acid, Tetrahexyldecyl Ascorbate, Phospholipids, Retinyl Palmitate, Tocopheryl
Acetate, Ascorbyl Palmitate, Tocopherol, Sodium Dehydroacetate, Phenoxyethanol, water.
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Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:54151-10 1

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

ZINC O XIDE (UNII: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE 14.5 mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

ALO E VERA LEAF (UNII: ZY8 1Z8 3H0 X)  

ALKYL ( C12 -15)  BENZO ATE (UNII: A9 EJ3J6 1HQ)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

C13 -14  ISO PARAFFIN (UNII: E4F12ROE70 )  

CYCLO METHICO NE (UNII: NMQ3479 9 4Z)  

GLYCERYL MO NO STEARATE (UNII: 230 OU9 XXE4)  

LAURETH-7  (UNII: Z9 5S6 G8 20 1)  

PEG-10 0  STEARATE (UNII: YD0 1N19 9 9 R)  

PO LYACRYLAMIDE ( 10 0 0 0  MW)  (UNII: E2KR9 C9 V2I)  

WATERMELO N (UNII: 231473QB6 R)  

STEARETH-2 1 (UNII: 53J3F32P58 )  

SYNTHETIC WAX ( 18 0 0  MW)  (UNII: 248 P1AUJ9 0 )  

DIMETHICO NE (UNII: 9 2RU3N3Y1O)  

O LIVE O IL (UNII: 6 UYK2W1W1E)  

SUNFLO WER O IL (UNII: 3W1JG79 5YI)  

GREEN TEA LEAF (UNII: W2ZU1RY8 B0 )  

CHAMO MILE (UNII: FGL36 8 5T2X)  

CUCUMBER (UNII: YY7C30 VXJT)  

CARRO T (UNII: L56 Z1JK48 B)  

GLYCYRRHIZA GLABRA (UNII: 278 8 Z9 758 H)  

LENTINULA EDO DES MYCELIUM (UNII: CU2S39 TB8 O)  

MACRO CYSTIS PYRIFERA (UNII: K31S3OG5C4)  

PEA (UNII: W4X7H8 GYFM)  

CAPRYLYL GLYCO L (UNII: 0 0 YIU5438 U)  

CASTO R O IL (UNII: D5340 Y2I9 G)  

SO DIUM BENZO ATE (UNII: OJ245FE5EU)  

PO TASSIUM SO RBATE (UNII: 1VPU26 JZZ4)  

ANNATTO  (UNII: 6 PQP1V1B6 O)  

GLYCYRRHIZINATE DIPO TASSIUM (UNII: CA2Y0 FE3FX)  

EDETATE DISO DIUM (UNII: 7FLD9 1C8 6 K)  

FERULIC ACID (UNII: AVM9 51ZWST)  

MALTO DEXTRIN (UNII: 7CVR7L4A2D)  

PHYLLANTHUS EMBLICA FRUIT (UNII: YLX4CW2576 )  

HYALURO NATE SO DIUM (UNII: YSE9 PPT4TH)  

TETRAHYDRO DIFERULO YLMETHANE (UNII: 0 0 U0 6 45U0 3)  

SO RBIC ACID (UNII: X0 45WJ9 8 9 B)  



Ingenue, LLC

TETRAHEXYLDECYL ASCO RBATE (UNII: 9 LBV3F0 7AZ)  

ASCO RBYL PALMITATE (UNII: QN8 3US2B0 N)  

TO CO PHERO L (UNII: R0 ZB2556 P8 )  

SO DIUM DEHYDRO ACETATE (UNII: 8 W46 YN9 71G)  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

WATER (UNII: 0 59 QF0 KO0 R)  

ALCO HO L (UNII: 3K9 9 58 V9 0 M)  

CYCLO METHICO NE 5 (UNII: 0 THT5PCI0 R)  

CITRIC ACID MO NO HYDRATE (UNII: 29 6 8 PHW8 QP)  

ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)  

SO YBEAN (UNII: L7HT8 F1ZOD)  

EGG PHO SPHO LIPIDS  (UNII: 1Z7418 4RGV)  

TRIETHO XYCAPRYLYLSILANE (UNII: LDC331P0 8 E)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:54151-10 1-26 1 in 1 BOX

1 50  mL in 1 TUBE

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph no t fina l part352 0 6 /15/20 12

Labeler - Ingenue, LLC (078662060)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Smith & Vandiver Co rp 0 6 19 73426 manufacture(54151-10 1)
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