
AUSTRALIAN GOLD HELLO KITTY BROAD SPECTRUM SPF 45- titanium dioxide and zinc
oxide lotion  
Prime Enterprises , 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.

----------

Active ingredients

Titanium Dioxide 4.5 %, and Zinc Oxide 4 %

Purpose
Sunscreen

Uses
helps prevent sunburn
if used as directed with other sun protection measures (see Directions), decreases the risk of skin
cancer and early skin aging caused by the sun

Warnings

For external use only

Do not use on damaged or broken skin.

When us ing this  product keep out of eyes. Rinse with water to remove.

Stop use and ask a doctor if rash occurs.

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

Directions
apply liberally 15 minutes before sun exposure
reapply:

after 80 minutes of swimming or sweating
immediately after towel drying
at least every 2 hours

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 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-sleeve shirts, pants, hats, and sunglasses

children under 6 months: Ask a doctor

Inactive Ingredients
Acrylates/C12-22 Alkyl Methacrylate Copolymer, Artemisia Princeps (Yomogi) Extract, Buddleja
Davidii (Butterfly Bush) Extract, C12-15 Alkyl Benzoate, Ceteareth-20, Cetyl Alcohol, Dibutly
Adipate, Dimethicone, Glycerin, Hexyl Laurate, Magnesium Aluminum Silicate, Methylcellulose,



Methylisothiazolinone, PEG-12 Dimethicone, Phenoxyethanol, Polyglyceryl-3 Distearate, Propylene
Glycol, Stearyl Alcohol, Trimethylsiloxysilicate, Water (Aqua), Xanthan Gum, may contain Citric Acid,
may contain Sodium Hydroxide

Other information
protect this product from excesive heat and direct sun

Questions  or Comments?
Call toll free 1-855-LIV-GOLD (548-4653)
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AUSTRALIAN GOLD HELLO KITTY  BROAD SPECTRUM SPF 45 
titanium dioxide and zinc oxide lotion

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:58 443-0 0 8 3

Route  of Adminis tration TOPICAL

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

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP) (TITANIUM DIOXIDE - UNII:15FIX9 V2JP) TITANIUM DIOXIDE 45.45 mg  in 1 mL

ZINC O XIDE (UNII: SOI2LOH54Z) (ZINC CATION - UNII:13S1S8 SF37) ZINC CATION 40 .4 mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

ALUMINUM HYDRIDE (UNII: KZJ3T0 10 RQ)  

STEARIC ACID (UNII: 4ELV7Z6 5AP)  

TRIETHO XYCAPRYLYLSILANE (UNII: LDC331P0 8 E)  

BUTYL ACRYLATE/C16 -C2 0  ALKYL METHACRYLATE/METHACRYLIC ACID/METHYL METHACRYLATE
CO PO LYMER (UNII: 7K6 8 DGG29 P)  

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

CETEARETH-2 2  (UNII: 28 VZG1E234)  

CETYL ALCO HO L (UNII: 9 36 JST6 JCN)  

ANHYDRO US CITRIC ACID (UNII: XF417D3PSL)  

DIBUTYL ADIPATE (UNII: F4K10 0 DXP3)  

DIMETHICO NE (UNII: 9 2RU3N3Y1O)  

TRIMETHYLSILO XYSILICATE ( M/Q  0 .8 -1.0 )  (UNII: 25LXE46 4L2)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

HEXYL LAURATE (UNII: 4CG9 F9 W0 1Q)  

MAGNESIUM ALUMINUM SILICATE (UNII: 6 M3P6 4V0 NC)  

METHYLCELLULO SE ( 10 0  CPS)  (UNII: 4GFU244C4J)  

PEG-12  DIMETHICO NE ( 3 0 0  CST)  (UNII: ZEL54N6 W9 5)  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

PO LYGLYCERYL-3  DISTEARATE (UNII: ZI1LK470 XV)  



Prime Enterprises, Inc.

SO DIUM HYDRO XIDE (UNII: 55X0 4QC32I)  

STEARYL ALCO HO L (UNII: 2KR8 9 I4H1Y)  

METHYLISO THIAZO LINO NE (UNII: 229 D0 E1QFA)  

PRO PYLENE GLYCO L (UNII: 6 DC9 Q16 7V3)  

ARTEMISIA PRINCEPS LEAF O IL (UNII: F9 S110 1A2V)  

BUDDLEJA DAVIDII LEAF (UNII: X38 0 8 15D32)  

XANTHAN GUM (UNII: TTV12P4NEE)  

WATER (UNII: 0 59 QF0 KO0 R)  

Product Characteristics
Color white Score     

Shape Siz e

Flavor Imprint Code

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:58 443-0 0 8 3-3 8 8  mL in 1 BOTTLE; Type 0 : No t a  Co mbinatio n Pro duct 12/23/20 13

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

OTC mo no graph fina l part352 12/23/20 13

Labeler - Prime Enterprises , Inc. (101946028)

Registrant - Prime Enterprises , Inc. (101946028)

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

Prime Enterprises,
Inc . 10 19 46 0 28 label(58 443-0 0 8 3) , pack(58 443-0 0 8 3) , manufacture(58 443-0 0 8 3) , analysis(58 443-

0 0 8 3)
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