
SPF30 SUPER SENSITIVE SUNSCREEN- titanium dioxide lotion/shampoo  
ORGANIC & SUSTAINABLE BEAUTY
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.

----------

SPF30+ SUPER SENSITIVE™ SUNSCREEN LOTION
Drug Facts

Active ingredient
Titanium Dioxide 12%

Purpose
Sunscreen

Uses
helps prevent sunburn
higher SPF gives more sunburn protection
retains SPF after 80 minutes of activity in the water

Warnings
For external use only
Do not use on damaged or broken skin.

Stop use and ask a doctor if
rash occurs.

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

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

Directions
Apply liberally 15 minutes before sun exposure
Reapply

–
–
–

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

–
–

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

limit time in the sun, especially from 10 a.m. - 2 p.m.
wear long-sleeved shirts, pants, hats and sunglasses



Other information
protect the product in this container from excessive heat and direct sunlight
report serious adverse reactions to: 5933 Bowcroft St. Los Angeles, CA 90016

Inactive ingredients
Water, isoamyl laurate, coco-caprylate, calendula officinalis extract (calendula), viola tricolor extract
(pansy), polyglyceryl-2 dipolyhydroxystearate, euphorbia cerifera (candelilla) wax, glyceryl starch,
carthamus tinctorius (safflower) oleosomes, polyglyceryl-3 diisostearate, levulinic acid, glycerin,
tapioca starch, rosmarinus officinalis (rosemary) leaf extract, cocos nucifera (coconut) oil, squalane,
magnesium stearate, p-anisic acid, allantoin, panthenol.
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SPF30 SUPER SENSITIVE SUNSCREEN  
titanium dioxide lotion/shampoo

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:529 15-0 50

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 120  mg  in 1 g



ORGANIC & SUSTAINABLE BEAUTY

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

iso a myl la ura te  (UNII: M1SLX0 0 M3M)  

co co -ca pryla te  (UNII: 48 28 G8 36 N6 )  

ca lendula  o ffic ina lis flo wer (UNII: P0 M7O4Y7YD)  

vio la  trico lo r who le  (UNII: 9 Q24RAI43V)  

po lyg lyceryl-2  dipo lyhydro xystea ra te  (UNII: 9 229 XJ4V12)  

ca ndelil la  wa x (UNII: WL0 328 HX19 )  

sta rch, rice  (UNII: 4DGK8 B7I3S)  

ca rtha mus tincto rius seed o leo so mes (UNII: 9 S6 0 Q7230 9 )  

po lyg lyceryl-3  diiso stea ra te  (UNII: 46 P231IQV8 )  

levulinic  a c id  (UNII: RYX5QG6 1EI)  

medium-cha in trig lycerides (UNII: C9 H2L21V7U)  

sta rch, ta pio ca  (UNII: 24SC3U70 4I)  

ro sema ry (UNII: IJ6 7X351P9 )  

co co nut o il  (UNII: Q9 L0 O73W7L)  

squa la ne  (UNII: GW8 9 575KF9 )  

ma g nesium stea ra te  (UNII: 70 0 9 7M6 I30 )  

p-a nisic  a c id  (UNII: 4SB6 Y7DMM3)  

a lla nto in  (UNII: 344S277G0 Z)  

pa ntheno l  (UNII: WV9 CM0 O6 7Z)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:529 15-0 50 -29 8 2 g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 8 /31/20 15

2 NDC:529 15-0 50 -18 51 g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 8 /31/20 15

3 NDC:529 15-0 50 -0 6 170  g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 8 /31/20 15

4 NDC:529 15-0 50 -19 56 2 g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 8 /31/20 15

5 NDC:529 15-0 50 -0 5 14 g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 8 /31/20 15

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

OTC MONOGRAPH FINAL part352 0 8 /31/20 15

Labeler - ORGANIC & SUST AINABLE BEAUT Y (020085717)
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