CLEARING DEFENSE SPF 30- avobenzone, homosalate, octisalate, and
octocrylene 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.

Clearing Defense SPF 30
Drug Facts

Active ingredients
Homosalate (8.0%), Octocrylene (8.0%), Octisalate (5.0%), Avobenzone (3.0%)

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 physician
= if rash occurs

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away.

Directions

= Apply generously to cleansed face and neck, preferably 30 minutes prior to 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:
= |imit 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.

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

Inactive ingredients

W ater/Aqua/Eau, Butylene Glycol, Silica, C12-15 Alkyl Benzoate, Butyloctyl Salicylate,
VP/Eicosene Copolymer, Polyglyceryl-2 Distearate, Saccharide Isomerate, Tapioca
Starch, Coriandrum Sativum (Coriander) Fruit Oil, Camellia Sinensis Leaf Extract, Sodium
Ascorbyl Phosphate, Salix Alba (Willow) Bark Extract, Terpineol, Thymol, Citrus
Aurantium Dulcis (Orange) Peel Oill, Dipotassium Glycyrrhizate, Tocopheryl Acetate,
Potassium Cetyl Phosphate, Arachidyl Alcohol, Glyceryl Stearate, PEG-100 Stearate,
Behenyl Alcohol, Xanthan Gum, Acrylates/C10-30 Alkyl Acrylate Crosspolymer, Arachidyl
Glucoside, Ethylhexylglycerin, Trisodium Ethylenediamine Disuccinate, Citric Acid, Sodium
Citrate, Sodium Hydroxide, Glycerin, Bisabolol, Pentylene Glycol, Propanediol, Caprylyl
Glycol, Potassium Sorbate, Sodium Benzoate, Linalool, Limonene, Geraniol, Citronellol.

Questions or comments
Call toll free 1-800-831-5150 in the US

PRINCIPAL DISPLAY PANEL - 59 mL Tube Carton
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Active ingredients
Homosalate (8.0%), Cctdcrylene (8.0%), Octisalate
(5.0%]), Avobenzone (3.08%)

extra matte
sun protection

protection solaire Pupose |
extra mate Uses ;

B Helps prevent sunbumn.

® If used as directed with other sun protection
measures (see E}irecinns}, helps decrease the
risk of skin cancer afi earlyskin aging caused
by the sun. H

Warnings !
For external use Iy

Do not use
W Ondamaged or l:mlqan skin

When using this ppduct
B Keap out of eyes. Hiilse with water to remove.

Stop use and ask 1 physician
W if msh occurs H

Keep out of reach m‘ children.

If swallowed, get medichl help or contact a Poison
Control Center right awnpr.
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® Reapply:
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ﬂeureaﬁe thlﬁ risk, regulary use a sunscreen with
a broad spectrum SPF of 15 or higher and other
sun protection measdres including:
| |imit time in the spin, espedially from
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W wear long- EIP.E'UE%I‘}HE, pants, hats and
sunglasses. H
® Children under 6 mofths: ask a doctor
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W Protect this product encessive heat and
direct sun. 1
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Alkyl Benzoate, Butylocthl Salicylate, VP/Eicosene
Copolymer, Polyglyc:enrl!? Distearate, Saccharide
lsomerate, Tapioca Sianp. Coriandrum Sativum
(Cariander) Fruit Oil, Cangellia Sinensis Leaf
Bxtract, Sodium Ascorby] Phosphate, Salix Alba
(Willow) Bark Extract, Taipirleul, Thymal, Citrus
Aurantium Dulcis (Orange) Peel Oil, Dipotassium
Ghycyrrhizate, Tocopheryy Acetate, Potassium Cetyl
Phosphate, Arachidy Aléohal, @yceryl Stearate,
PEG-100 Stearate, Be Alcoha, Xanthan Gum,
Acrylates/C10-30 Alkyl dcrylate Crosspolymer,
Arachidyl Glucoside, Eth!lhmquglywrin. Trisodium
Ethylenediamine Disuccinate, Citric Acid, Sodium
Citrate, Sodium Hydroxide, Glycerin, Bisabolol,
Pentylene Glycol, I'*‘mprariedinlr Caprylyl Glycal,
Potassium Sorbate, SndIJm Benzoate, Linalool,
Limonene, Geraridl, Citrprellol.

Questions or comments

Call toll free 1-800-8314150 in the US
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clearing defense :
spf 30 :
1
g 1
mattifies + protects '
1
Shine-reducing SPF moisturizer helps I
protect breakout-prone skin from ]
environmental stress. Ultra-lightweight 1
formula provides a long-lasting matte :
finish without clogging pores. Patented TT 1
technology works with the skin's natural i Fo lat iHnout artificial
microbiome while natural Tapio_qa_ _h_&:IE_s"_ e ilkara dE)'lOrS
reduce shine. Antioxidant Willow Bark I;r.tmc? = 9 _...-" r
Green Tea Extract and Vitamin C combat le sans paral

the irritating effects of pollution on breakout-
prone skin. Broad Spectrum sunscreen
defends against UV rays, which may lead to
the appearance of uneven skin tone.

colorants artificiels.

matifie + protége

Hydratant matifiant avec FPS qui protége
la peau sujette aux éruptions du stress
environnemental. Sa formule ultralégére
procure un fini mat longue durée sans
obstruer les pores. La technologie TT

brevetée travaille de paisgvec le microbiome Certified cruelty-free,
- fiilielcle.la.05au tandis e le. lanioca. S aye. gluten-free and vegan.

nateeel aide a réduire Iggfillance. L'extrait™™ »

c’écorce de saule, I pl= thé vert et la Certifié sans cruaute,

vitamine C, tous antioxydants, combattent

les effets irritants de la pollution sur les peaux
sujettes aux éruptions. Un écran solaire a
large spectre protége des rayons UV, qui
peuvent favoriser 'apparition d'un teint inégal.

sans gluten et végane.

Sustainably conscious: The tube inside is
made from 38% recycled plastic.

Conscience environnementale : Le tube a
lintérieur contient 38 % de plastique recyclé.
Professional-grade skin

care by The International
Dermal Institute. Professional
recommendation advised.

El' Aonmealog|caNeD Soins de qualité professionnelle

élaborés par The International

clearstart.com Dermal Institute. La
© Dermalogica, LLC ; ;
1535 Beachey Place, Carson, CA 90746 oy recommandation d’un
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1-800-851-9150 - Dennalogica GmbH: MK professionnel est conseillée.

Wiesenstr. 21, D-40549 Disseldorf
UK:KT22 8JB » Dermalogica (Canada)
Ltd., M5J 2M4 - Australia: NSW 2085

Made in the USA | Fabriqué aux Etats-Unis

MiIX

Paper from
responsible sources
FSC
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CLEARING DEFENSE SPF 30

avobenzone, homosalate, octisalate, and octocrylene lotion

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:68479-807
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Avobenzone (UNIl: G63QQF2NOX) (Avobenzone - UNIl:G63QQF2NOX) Avobenzone 30 mg in1mL
Homosalate (UNIl: VO65V4M95S) (Homosalate - UNII:VO6SV4M95S) Homosalate 80 mg in1mL
Octisalate (UNII: 4X49Y0596W) (Octisalate - UNII:4X49Y0596W) Octisalate 50 mg in1mL
Octocrylene (UNIl: 5A68WGF6WM) (Octocrylene - UNII:5A68WGF6WM) Octocrylene 80mg inl1lmL

Inactive Ingredients

Ingredient Name Strength
Water (UNIIl: 059QFOKOOR)
Butylene Glycol (UNIl: 3XUS85KO0RA)
Silicon Dioxide (UNII: ETJ7Z6XBU4)
Butyloctyl Salicylate (UNIl: 2EH13UN8D3)
ALKYL (C12-15) BENZOATE (UNII: A9EJ3)61HQ)
VINYLPYRROLIDONE/EICOSENE COPOLYMER (UNIIl: 035MV9S1C3)
Glycerin (UNIl: PDC6A3C00X)
Polyglyceryl-2 Stearate (UNIl: 253MCOPOYV)
Saccharide Isomerate (UNIl: W8K377W98I)
STARCH, TAPIOCA (UNIl: 24SC3U704lI)
CORIANDER OIL (UNIl: 7626GC95E5)
GREEN TEA LEAF (UNIl: W2ZU1RY8BO)




Sodium Ascorbyl Phosphate (UNIl: 836SJG51DR)
SALIX ALBA BARK (UNII: 205MXS71H7)

Terpineol (UNIl: R53Q4ZWC99)

Thymol (UNII: 3)50XA376E)

ORANGE OIL, COLD PRESSED (UNIl: AKN3KSD11B)
GLYCYRRHIZINATE DIPOTASSIUM (UNIl: CA2YOFE3FX)
Potassium Sorbate (UNIl: 1VPU26JZZ4)
Potassium Cetyl Phosphate (UNIl: 03KCY6P7UT)
Arachidyl Alcohol (UNIl: 1QR1QRA9BU)

Glyceryl Stearate SE (UNIl: FCZ5MH7851)
PEG-100 Stearate (UNII: YDO1N1999R)
DOCOSANOL (UNIl: 9G10E216XY)

LEVOMENOL (UNIl: 24WEQ3BX2T)

Xanthan Gum (UNII: TTV12P4NEE)

ETHYL ACRYLATE/METHACRYLIC ACID/STEARETH-20 METHACRYLATE COPOLYMER (UNII:

EPA1872R1N)

Arachidyl Glucoside (UNII: 6)VIW35J00]))
Ethylhexylglycerin (UNIl: 147D247K3P)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)

Trisodium Ethylenediamine Disuccinate (UNIl: YA22H34H9Q)

CITRIC ACID MONOHYDRATE (UNIl: 2968PHWBQP)

SODIUM CITRATE, UNSPECIFIED FORM (UNII: 1Q73Q2JULR)

Sodium Hydroxide (UNIIl: 55X04QC32l)
Pentylene Glycol (UNIl: 50C1307PZG)
Propanediol (UNIl: 5965N8W85T)
Caprylyl Glycol (UNII: 00YIU5438U)
Sodium Benzoate (UNIl: OJ245FE5EU)

Packaging

# Item Code Package Description

1 NDC:68479-807- 7 mL in 1 TUBE; Type 0: Not a Combination
03 Product

2 (’;'2'3068479'807' 1in 1 CARTON

2 59 mL in 1 TUBE; Type 0: Not a Combination

Product

3 NDC:68479-807- 15 mL in 1 TUBE; Type 0: Not a Combination
01 Product

a NDC:68479-807- 2 mL in 1 POUCH; Type 0: Not a Combination

00 Product

Marketing Information

Marketing Application Number or Monograph

Category Citation

OTC MONOGRAPH

FINAL part352

Marketing Start Marketing End
Date Date

12/01/2020

12/01/2020

12/01/2020

12/01/2020

Marketing Start Marketing End
Date Date

12/01/2020



Labeler - permalogica, Inc. (177698560)

Establishment
Name Address
Cosway

Revised: 1/2022

ID/FEI
052400223

Business Operations

MANUFACTURE(68479-807)

Dermalogica, Inc.
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