INVISIBLE PHYSICAL DEFENSE SPF30- zinc oxide 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.

INVISIBLE PHYSICAL DEFENSE SPF30
Drug Facts

Active ingredient
Zinc Oxide (20.9%)

Purpose

Sunscreen

Uses

= Helps prevent sunburn.

= |f used as directed with other sun protection measures (see Directions), helps
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 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.
» |f swallowed, get medical help or contact a Poison Control Center right away.

Directions

Apply liberally 30 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.

s Children under 6 months: ask a doctor.

Other information
» Protect this product from excessive heat and direct sun.

Inactive ingredients

W ater/Aqua/Eau, Caprylic/Capric Triglyceride, C12-15 Alkyl Benzoate, Butyloctyl
Salicylate, Dimethicone, Butylene Glycol, Glycerin, Caprylyl Methicone, Silica, Lauryl Peg-9
Polydimethylsiloxyethyl Dimethicone, Argania Spinosa Kernel Oil, Polyhydroxystearic
Acid, Octyldodecanol, Sodium Chloride, Cordyceps Sinensis Extract, Poria Cocos
Sclerotium Extract, Camellia Sinensis Leaf Extract, Lavandula Angustifolia (Lavender)
Flower Extract, Lavandula Hybrida Oil, Tocopheryl Acetate, PEG-10 Dimethicone,
Pentylene Glycol, Caprylyl Glycol, Ethylhexylglycerin, Bisabolol, Sodium Hyaluronate,
Xylose, Dimethicone Crosspolymer, Sorbitan Olivate, Octyldodecyl Xyloside, PEG-30
Dipolyhydroxystearate, Eucalyptol, Xanthan Gum, Tocopherol, Sodium Citrate, Sodium
Hydroxide, Propanediol, Stearalkonium Hectorite, Propylene Carbonate, Potassium
Sorbate, Sodium Benzoate, Linalool, Limonene.

Questions or comments
Call toll free 1-800-831-5150 in the US.
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Invisible, weightless defense that blends easily
on skin, featuring ultra-sheer Zinc Oxide.

Say goodbys to thick, white residue with this
physical SPF formula that provides added blue
light protection and helps soothe away the effects
of emvironmental aggressors. Bloactive Mushroom
Complex helps soothe skin and reducs UV-
Induced redness and dryness. Antloxidant Green
Tea helps defend skin agalnst free radical damage.
Ideal for all skin types, Including sensltive.

Un écran solaire 1&ger et invisible & base
d'oxyde de zinc qui se fond dans la peau.

Dites adleu awr résidus blancs gréce a cstte
formule avec FPS physigue qul offre une
protection accrue contre la lumigre bleue

et alde & contrer les effets des agressions
envircnnementales. LUn complexe de champlgnons
bloactifs alde & apalser la peau et & rédulre les
rougeurs et la sécheresse causées par les rayons
UM Le thé vert antioxydant alde & protéger la peau
des dommages causés par les radicaux libres.
Idéal pour tous les types de peaux, y compris les
peaux sensibles.

|_§|‘ dermalogica.info
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Drug Facts continued)

Other information

® Protect this product
from excessive heat and
direct sun.

Inactive ingredients
Watar/AquaEau, Capryiic/

Capric Triglycerids, C12-15 Alkyl
Barmata, Butyloctyl Salicata,
Dimethicana, Butyene Glycal,
Ghyarin, Capryhd Methicona, Silica,
Lauryl Peg-@ Polydmathyksilayathy
Dimethicans, Argaria Spinosa
Kemel Oil, Polyhydrogystearic

Az, Octyldodecanal, Sodium
Chicride, Cordyoaps Sinensis
Extract, Poria Gocos Sclerodium
Extract, Camellia Sinensis Laaf
Exract, Lavandula Angustifolia
(Lawendar) Flower Extract,
Lavandula Hybrida 0il, Tecophary!
MBeatata, PEG-10 Dimathicons,
Pentylana Glyeol, Capryl Glycal,
Ettylhenylghyoarin, Bisabolol, Sodium
Hyaluronate, ¥ylosa, Dimathicone
Crosspatymear, Sorbitan Olivate,
Octyidodecyl Xykoside, PEG-30
Dipohtydrooysioarats, Eucatyptal,
¥anthan Gum, Tocopherol,

Sodium Citrate, Sodum Hydraxide,
Prepanediol, Stearalkonium Hactorita,
Propylena Carbonate, Potassium
Sarbats, Sodum Benzoate, Linaloal,
Limonana.

Questions or
comments

Call toll free
1-800-831-515010n tha US.




INVISIBLE PHYSICAL DEFENSE SPF30

zinc oxide lotion

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:68479-991
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Zinc Oxide (UNIl: SOI2LOH54Z) (Zinc Oxide - UNI:SOI2LOH54Z) Zinc Oxide 20.9mg in1mL

Inactive Ingredients

Ingredient Name Strength
Water (UNIl: 059QFOKOOR)
Medium-Chain Triglycerides (UNIl: COH2L21V7U)
Alkyl (C12-15) Benzoate (UNIl: A9EJ3J61HQ)
Butyloctyl Salicylate (UNIl: 2EH13UN8D3)
Dimethicone (UNIl: 92RU3N3Y10)
Butylene Glycol (UNIl: 3XUS85K0RA)
Glycerin (UNIl: PDC6A3C00X)
Caprylyl Trisiloxane (UNIl: Q95M2P1K]JL)
Silicon Dioxide (UNII: ET]J7Z6XBU4)
Lauryl PEG-9 Polydimethylsiloxyethyl Dimethicone (UNIl: 25G622K2RA)
Argan Oil (UNIl: 4Vv59G5UWOX)
POLYHYDROXYSTEARIC ACID (2300 MW) (UNII: YXH47AOUOF)
Octyldodecanol (UNIl: 461N10614Y)
Sodium Chloride (UNII: 451W471Q8X)
Sorbitan Olivate (UNIl: MDL271E3GR)
.Alpha.-Tocopherol Acetate (UNIl: 9E8X80D2L0)
PEG-10 DIMETHICONE (600 CST) (UNIl: 8PR7V1SVMO)
Pentylene Glycol (UNIl: 50C1307PZG)
Propanediol (UNIl: 5965N8W85T)
Octyldodecyl Xyloside (UNIl: 8Z6VNR46QM)
Peg-30 Dipolyhydroxystearate (4000 Mw) (UNII: 9713Q0S7FO)
Stearalkonium Hectorite (UNIl: OLX698AH5P)
Caprylyl Glycol (UNII: 00YIU5438U)
Xanthan Gum (UNIl: TTV12P4NEE)
Ophiocordyceps Sinensis (UNIl: 8Q1GYP0O8KU)
FU LING (UNII: XH37TWY504)
Sodium Citrate, Unspecified Form (UNIl: 1Q73Q2JULR)
Ethylhexylglycerin (UNIl: 147D247K3P)
Propylene Carbonate (UNIl: 8DO8K3S51E)



Lavandin Oil (UNIl: 9RES347CKG)
Levomenol (UNIl: 24WEQ3BX2T)
Hyaluronate Sodium (UNIl: YSEOQPPT4TH)
Green Tea Leaf (UNIl: W2ZU1RY8BO)
Potassium Sorbate (UNIl: 1VPU26JZZ4)
Eucalyptol (UNII: RV6J6604TK)

Sodium Benzoate (UNIl: OJ245FE5EU)
Sodium Hydroxide (UNII: 55X04QC32l)
Xylose (UNIl: A1ITA934AKO)

Lavandula Angustifolia Subsp. Angustifolia Flower (UNIl: 19AH1RAF4M)
Tocopherol (UNIl: ROZB2556P8)
Linalool, (+/-)- (UNIl: D81QY6I88E)
Limonene, (+)- (UNIl: GFD7C86Q1W)

Packaging
# Iem Code Package Description Marketing Start
Date
1 (DC:68479-991 4 1 cARTON 01/01/2022
1 50 mL in 1 TUBE; Type 0: Not a Combination
Product

2 NDC:68479-991- 177 mL in 1 TUBE; Type 0: Not a Combination 01/01/2022

04 Product
3 NDC:68479-991- 7 mL in 1 TUBE; Type 0: Not a Combination 01/01/2022

05 Product
a NDC:68479-991- 2 mL in 1 POUCH; Type 0: Not a Combination 01/01/2022

00 Product

Marketing Information

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC MONOGRAPH

FINAL part352 01/01/2022

Labeler - permalogica, Inc. (177698560)

Establishment
Name Address ID/FEI Business Operations

McKenna 090631412 MANUFACTURE(68479-991)

Revised: 4/2022

Dermalogica, Inc.
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