
ULTRASENSITIVE TINT  SPF 30- titanium dioxide lotion  
Dermalogica, 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.

----------

UltraSens itive Tint
SPF 30
Drug Facts

Active Ingredient
Titanium Dioxide 11.0%

Purpose
Sunscreen

Uses
helps prevent sunburn
if used as directed with other sun protection measures (see Directions), may decrease 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 swallowed, get medical help or contact a Poison Control Center right
away.

Do not use if seal is broken.

Directions
apply liberally 15 minutes before sun exposure
reapply:

at least every two hours
use a water resistant sunscreen if swimming or sweating

Sun Protection Measures. Spending time in the sun increases your risk of skin cancer and early skin
aging. To help 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
Water/Aqua, Butylene Glycol, Cyclopentasiloxane, C12-15 Alkyl Benzoate, Caprylic/Capric



Triglyceride, Neopentyl Glycol Diethylhexanoate, Arachidyl Alcohol, PEG-10 Dimethicone,
Dimethicone, Behenyl Alcohol, Leuconostoc/Radish Root Ferment Filtrate, Stearyl Dimethicone,
Potassium Cetyl Phosphate, Camellia Oleifera Leaf Extract, Avena Sativa (Oat) Kernel Extract,
Boerhavia Diffusa Root Extract, Melissa Officinalis Extract, Vitis Vinifera (Grape) Seed Extract,
Citrus Medica Limonum (Lemon) Peel Extract, Centella Asiatica Extract, Echinacea Purpurea Extract,
Zingiber Officinale (Ginger) Root Extract, Citrus Grandis (Grapefruit) Peel Oil, Lavandula Angustifolia
(Lavender) Oil, Thymus Vulgaris (Thyme) Oil, Pelargonium Graveolens Oil, Aniba Rosaeodora
(Rosewood) Wood Oil, Citrus Aurantium Dulcis (Orange) Oil, Bisabolol, Tocopherol, Lecithin,
Panthenol, Sodium Lactate, Sodium PCA, Sorbitol, Proline, Pentylene Glycol, Hydroxyphenyl
Propamidobenzoic Acid, Glycerin, Magnesium Ascorbyl Phosphate, Silica, Arachidyl Glucoside,
Cetearyl Alcohol, Ceteareth-20, Sodium DNA, Ascorbyl Tetraisopalmitate, Neopentyl Glycol
Diisostearate, Alumina, Methicone, Stearic Acid, Aluminum Hydroxide, Polyglyceryl-2 Dipolyhydroxy
Stearate, Polyglyceryl-3 Diiostearate, Xanthan Gum, Magnesium Aluminum Silicate, Carbomer,
Disodium EDTA, Sodium Benzoate, Potassium Sorbate, Sodium Hydroxide, Iron Oxides (77491,
77492, 77499).

Other information
Protect this product from excessive heat and direct sun

Questions  or comments
Call toll free 
1-800-831-5150 in the US
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ULTRASENSITIVE TINT   SPF 30 
titanium dioxide lotion

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 8 479 -120



Route  of Adminis tration TOPICAL

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

Tita nium Dio xide  (UNII: 15FIX9 V2JP) (Titanium Dio xide  - UNII:15FIX9 V2JP) Titanium Dio xide 110  mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

Butylene Glyco l  (UNII: 3XUS8 5K0 RA)  

Cyclo methico ne 5 (UNII: 0 THT5PCI0 R)  

Alkyl ( C12 -15)  Benzo a te  (UNII: A9 EJ3J6 1HQ)  

Medium-Cha in Trig lycerides (UNII: C9 H2L21V7U)  

Neo pentyl Glyco l Diethylhexa no a te  (UNII: U6 8 ZV6 W6 2C)  

Ara chidyl Alco ho l  (UNII: 1QR1QRA9 BU)  

PEG-10  Dimethico ne ( 6 0 0  CST)  (UNII: 8 PR7V1SVM0 )  

Dimethico ne  (UNII: 9 2RU3N3Y1O)  

Do co sa no l  (UNII: 9 G1OE216 XY)  

Leuco no sto c/Ra dish Ro o t Ferment Filtra te  (UNII: D2QHA0 3458 )  

Stea ryl Dimethico ne ( 4 0 0  MPA.S a t 50 C)  (UNII: R327X19 7HY)  

Po ta ssium Cetyl Pho spha te  (UNII: 0 3KCY6 P7UT)  

Ca mellia  O le ifera  Lea f (UNII: 50 77EL0 C6 0 )  

O a t (UNII: Z6 J79 9 EAJK)  

Bo erha via  Diffusa  Ro o t (UNII: KR0 SR0 9 KYL)  

Melissa  O ffic ina lis (UNII: YF70 18 9 L0 N)  

Vitis Vinifera  Seed  (UNII: C34U15ICXA)  

Lemo n Peel  (UNII: 72O0 54U6 28 )  

Centella  Asia tica  (UNII: 7M8 6 7G6 T1U)  

Echina cea  Purpurea  (UNII: QI7G114Y9 8 )  

Ging er (UNII: C5529 G5JPQ)  

Citrus Ma xima  Fruit Rind O il  (UNII: 8 U38 77WD44)  

La vender O il  (UNII: ZBP1YXW0 H8 )  

Thyme O il  (UNII: 2UK410 MY6 B)  

Gera nium O il, Alg eria n Type  (UNII: 5Q1I9 4P4WG)  

Ro sewo o d O il  (UNII: F2522O5L7B)  

O ra ng e O il  (UNII: AKN3KSD11B)  

Levo meno l  (UNII: 24WE0 3BX2T)  

To co phero l  (UNII: R0 ZB2556 P8 )  

Eg g  Pho spho lipids (UNII: 1Z7418 4RGV)  

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

So dium La cta te  (UNII: TU7HW0 W0 QT)  

So dium Pyrro lido ne Ca rbo xyla te  (UNII: 46 9 OTG57A2)  

So rbito l  (UNII: 50 6 T6 0 A25R)  

Pro line  (UNII: 9 DLQ4CIU6 V)  

Pentylene Glyco l  (UNII: 50 C130 7PZG)  

Hydro xyphenyl Pro pa mido benzo ic  Acid  (UNII: 25KRT26 H77)  

Glycerin  (UNII: PDC6 A3C0 OX)  



Ma g nesium Asco rbyl Pho spha te  (UNII: 0 R8 22556 M5)  

Silico n Dio xide  (UNII: ETJ7Z6 XBU4)  

Ara chidyl Gluco side  (UNII: 6 JVW35JOOJ)  

Ceto stea ryl Alco ho l  (UNII: 2DMT128 M1S)  

Po lyo xyl 2 0  Ceto stea ryl Ether (UNII: YRC528 SWUY)  

Asco rbyl Tetra iso pa lmita te  (UNII: 47143LT58 A)  

Neo pentyl Glyco l Diiso stea ra te  (UNII: 4M6 OQ34JWW)  

Aluminum O xide  (UNII: LMI26 O6 9 33)  

Methico ne ( 2 0  CST)  (UNII: 6 777U11MKT)  

Stea ric  Acid  (UNII: 4ELV7Z6 5AP)  

Aluminum Hydro xide  (UNII: 5QB0 T2IUN0 )  

Po lyg lyceryl-2  Dipo lyhydro xystea ra te  (UNII: 9 229 XJ4V12)  

Po lyg lyceryl-3  Diiso stea ra te  (UNII: 46 P231IQV8 )  

Xa ntha n Gum  (UNII: TTV12P4NEE)  

Ma g nesium Aluminum Silica te  (UNII: 6 M3P6 4V0 NC)  

Ca rbo mer Ho mo po lymer Type C ( Allyl Penta erythrito l Cro sslinked)  (UNII: 4Q9 3RCW27E)  

Edeta te  Diso dium  (UNII: 7FLD9 1C8 6 K)  

So dium Benzo a te  (UNII: OJ245FE5EU)  

Po ta ssium So rba te  (UNII: 1VPU26 JZZ4)  

So dium Hydro xide  (UNII: 55X0 4QC32I)  

Ferric  O xide Red  (UNII: 1K0 9 F3G6 75)  

Ferric  O xide Yello w (UNII: EX438 O2MRT)  

Ferro so ferric  O xide  (UNII: XM0 M8 7F357)  

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:6 8 479 -120 -0 2 1 in 1 CARTON

1 50  mL in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

2 NDC:6 8 479 -120 -0 0 2 mL in 1 POUCH; Type 0 : No t a  Co mbinatio n Pro duct

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 3/14/20 12

Labeler - Dermalogica, Inc. (177698560)

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



Dermalogica, Inc.

PakLab 79 0 530 9 76 MANUFACTURE(6 8 479 -120 )

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

Diamo nd Wipes 16 110 4729 MANUFACTURE(6 8 479 -120 )

 Revised: 11/2015
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