
FLAWLESS BY SONYA ALOE BB CREME SANDY- titanium dioxide cream  
Aloe Vera of America, 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 Ingredient                                Purpose 
Titanium dioxide 7.04%.........................Sunscreen

Uses
helps prevent sunburn

Warnings

Skin Cancer/Skin Aging Alert: Spending time in the sun increases your risk of skin cancer and early
skin aging. This product has been shown only to prevent sunburn not skin cancer or early skin aging.

For external use only
Do not use on damages or broken skin

When using 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 generously and evenly 15 minutes before sun exposure
reapply at least every 2 hours
use a water-resistant sunscreen if swimming or sweating
children under 6 months of age: Ask a doctor

Inactive ingredients 
water/aqua/eau, dimethicone, coco-caprylate, caprylic/capric tryglyceride, talc, dimethicone/vinyl
dimethicone crosspolymer, cetyl peg/ppg 10/1 dimethicone, propanediol, iron oxide (CI 77491, CI
77492, CI 77499), titanium dioxide (CI 77891), sorbitan olivate, glyceryl
tribehenate/isostearate/eicosandioate, phenoxyethanol, stearalkonium hectorite, mica, alumina, sodium
chloride, triethoxycaprylylsilane, sodium dehydroacetate, propylene carbonate, hydrogen dimethicone,
aloe barbadensis leaf extract, spilanthes acmella flower extract, tin oxide, olea europaea (olive) leaf
extract, fragrance/parfum, trisodium ethylenediamine disuccinate, alcohol, maltodextrin, tropolone,
aluminum hydroxide, olea europaea (olive) fruit extract.

Other information
protect the product in the enclosed container from excessive heat and direct sun
For your protection, this carton has a clear safety seal on both top and bottom flaps

Questions or comments?

Call 1-888-440-2563, Monday-Friday, 9:00 am to 4:00 pm PT.
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Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:116 9 7-372

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 3.16 8 0  g  in 45.0 0 0 0  g

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R) 18 .8 6 9 6  g  in 45.0 0 0 0  g

DIMETHICO NE (UNII: 9 2RU3N3Y1O) 4.59 23 g  in 45.0 0 0 0  g

CO CO -CAPRYLATE (UNII: 48 28 G8 36 N6 ) 2.9 250  g  in 45.0 0 0 0  g

MEDIUM-CHAIN TRIGLYCERIDES  (UNII: C9 H2L21V7U) 2.8 359  g  in 45.0 0 0 0  g

TALC (UNII: 7SEV7J4R1U) 1.8 6 30  g  in 45.0 0 0 0  g

DIMETHICO NE/VINYL DIMETHICO NE CRO SSPO LYMER ( SO FT PARTICLE)  (UNII: 9 E4CO0 W6 C5) 1.7438  g  in 45.0 0 0 0  g

CETYL PEG/PPG-10 /1 DIMETHICO NE ( HLB 3 )  (UNII: G30 0 30 7ZXP) 1.350 0  g  in 45.0 0 0 0  g

PRO PANEDIO L (UNII: 59 6 5N8 W8 5T) 1.350 0  g  in 45.0 0 0 0  g

FERRIC O XIDE RED (UNII: 1K0 9 F3G6 75) 0 .38 59  g  in 45.0 0 0 0  g

FERRIC O XIDE YELLO W (UNII: EX438 O2MRT) 0 .38 59  g  in 45.0 0 0 0  g

FERRO SO FERRIC O XIDE (UNII: XM0 M8 7F357) 0 .38 59  g  in 45.0 0 0 0  g

SO RBITAN O LIVATE (UNII: MDL271E3GR) 0 .9 0 0 0  g  in 45.0 0 0 0  g

GLYCERYL TRIBEHENATE/ISO STEARATE/EICO SANDIO ATE (UNII: 3Y9 NJ5Z7E5) 0 .9 0 0 0  g  in 45.0 0 0 0  g

PHENO XYETHANO L (UNII: HIE49 2ZZ3T) 0 .436 5 g  in 45.0 0 0 0  g

STEARALKO NIUM HECTO RITE (UNII: OLX6 9 8 AH5P) 0 .3375 g  in 45.0 0 0 0  g

MICA (UNII: V8 A1AW0 8 8 0 ) 0 .319 5 g  in 45.0 0 0 0  g

ALUMINUM O XIDE (UNII: LMI26 O6 9 33) 0 .2340  g  in 45.0 0 0 0  g

SO DIUM CHLO RIDE (UNII: 451W47IQ8 X) 0 .2250  g  in 45.0 0 0 0  g

TRIETHO XYCAPRYLYLSILANE (UNII: LDC331P0 8 E) 0 .16 20  g  in 45.0 0 0 0  g

SO DIUM DEHYDRO ACETATE (UNII: 8 W46 YN9 71G) 0 .1350  g  in 45.0 0 0 0  g

PRO PYLENE CARBO NATE (UNII: 8 D0 8 K3S51E) 0 .1125 g  in 45.0 0 0 0  g

ALO E VERA LEAF (UNII: ZY8 1Z8 3H0 X) 0 .0 450  g  in 45.0 0 0 0  g

ACMELLA O LERACEA FLO WER (UNII: 279 4N5KM0 K) 0 .0 441 g  in 45.0 0 0 0  g

STANNIC O XIDE (UNII: KM7N50 LOS6 ) 0 .0 315 g  in 45.0 0 0 0  g

O LEA EURO PAEA LEAF (UNII: MJ9 5C3OH47) 0 .0 313 g  in 45.0 0 0 0  g

TRISO DIUM ETHYLENEDIAMINE DISUCCINATE (UNII: YA22H34H9 Q) 0 .0 16 7 g  in 45.0 0 0 0  g

ALCO HO L (UNII: 3K9 9 58 V9 0 M) 0 .0 135 g  in 45.0 0 0 0  g

MALTO DEXTRIN (UNII: 7CVR7L4A2D) 0 .0 135 g  in 45.0 0 0 0  g

TRO PO LO NE (UNII: 7L6 DL16 P1T) 0 .0 135 g  in 45.0 0 0 0  g

ALUMINUM HYDRO XIDE (UNII: 5QB0 T2IUN0 ) 0 .0 134 g  in 45.0 0 0 0  g

BLACK O LIVE (UNII: 2M6 QWV9 4OC) 0 .0 0 0 5 g  in 45.0 0 0 0  g

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:116 9 7-372-0 2 1 in 1 CARTON

1 NDC:116 9 7-372-0 1 45 g in 1 TUBE



Aloe Vera of America, Inc.

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 1/0 1/20 15

Labeler - Aloe Vera of America, Inc. (049049463)

Registrant - Aloe Vera of America, Inc. (049049463)

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

Alo e Vera  o f America , Inc . 0 49 0 49 46 3 manufacture(116 9 7-372)

 Revised: 1/2015


