BREAKOUT CLEARING DAYTIME TREATMENT - benzoyl peroxide 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.

Breakout Clearing Daytime Treatment

Drug Facts

Active ingredient

Benzoyl Peroxide (2.5%).

Purpose

Acne Treatment.

Use
®m for the treatment of acne

Warnings

For external use only

Do notuse

inor near eyes

on broken skin

onlips or large areas of the body

if you have very sensitive skin

if you are sensitive to benzoyl peroxide

When using this product
= apply to affected areas only
® avoid unnecessary sun exposure and use sunscreen
® This product may bleach hair or dyed fabrics.
s Using other topical acne products at the same time or immediately following the use of this product
may increase dryness or irritation of the skin. Only one product should be used unless directed by a
physican.

Stop use and ask a physician
® if too much skinirritation or sensitivity develops or increases

Keep out of reach of children.

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

Directions
® (Cleanse the skin thoroughly before applying.
® Cover the affected area with a thin layer 1 to 3 times a day.
® Because too much drying of the skin may occur, start with one application daily, and then gradually
increase to 2 or 3 times daily if needed or as directed by a physician.



s If bothersome dryness or peeling occurs, reduce applicationto once a day or every other day.
s If going outside use a sunscreen. Allow Daytime Treatment to dry then follow directions of the
sunscreen labeling.

Inactive ingredients

Water/Aqua/Eau, Niacinamide, Glycerin, Dimethicone, Helianthus Annuus (Sunflower) Seed Oil,
Cucumis Sativus (Cucumber) Fruit Extract, Lavandula Angustifolia (Lavender) Flower Extract,
Rosmarinus Officinalis (Rosemary) Leaf Extract, Boerhavia Diffusa Root Extract, Sodium Acrylates
Copolymer, Lecithin, Galactoarabinan, Glyceryl Polyacrylate, Polyisobutene, Dipotassium
Glycyrrhizate, Butylene Glycol, Xanthan Gum, Polyacrylate-13, 1,2-Hexanediol, Polysorbate 20,
Disodium EDTA, Citric Acid, Ethylhexylglycerin, Phenoxyethanol.

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

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

PRINCIPAL DISPLAY PANEL - 60 mL Tube Carton
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Clear Startis created by Dermalogica,
Treatme “t the #1 professional $kin care brand
worldwide, to tre r, breakout:
20USFL.Oz/60mLE prone skin.
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Daytime
Treatment

Lightweight lotion/treatment in one
step 3: use daily, a.m.

This daily, ightweight moisturizer and powerful
pimple-preventin entin one helps wipe

your skin: potent active edients and
naturally gentle b cals deliver your clearest,
healthiest skin

in one helps clear
persistent congestion and breakouts.

* Benzoyl Peroxide and Niacinamide break up
bacteria and he rify pores.

* Contains 5 gentéfotanicals including
Rosemary, Sunflower and Cucumber Extract,
knmown to soo alm irritated skin.

We don't formula te with axtificial fragrances,
dyes or minefal oils. Get mpre great skin tips
atclearstart,

Drug Kactg

Drug Facts

(eantinued)

= Using ather topical
acne products at the
=ama tima or
imm ed ately following the
usa of this product meay
increass drynesa or iritation
of the akin. Only one product
should ba used unless drected
by a phyaican.

Stop use and ask a physician

m if too much skin iritation or
sanaitivity develops orincreasss

Keap out of reach of children.
i uwﬂ]lmd.ﬁg;’: madical halp or contact
a Paoison Co | Canter right awsny.

Directions

B Cleanses the skin thoroughly before
apphying.

® Cover the affected area with a thin
layer 1 to 3 times a day.

® Becauss oo much drying of tha akin
may ccewr, start with one application
dn]zly. and than dually incraass
to 2 or 3 times daily if nesded or as
directed by a physician.

m |f bothersome dryness or pealing
ocours, reduce application to once
a day or avery other day.

= |f going outzide use a sunscrean.
Allow Daytime Trea trment to dry than
fallow directions of the sunscrean
labeling.

Inactive ingredients
‘Watesr/AquaEau, Niacinamida, Glyearin,
Cirmethicons, Halianthus Anmuas
(Bunflowar) Seed Qil, Cucumis Sathvus
ucumber) Fruit Extract, Lavandula
ustifolia (Lawender) Flower BExtract,

w on lips or lamye areas of the body

u if you have very sanaitive akin

w if you are senaitive to benzoyl peroxide
When using this product

= apply to affected areas only

B avoid unneceasary aun exposurs and uae
SUNSTraEn

® This product may bleach hair or dyed fabrics. #

= = Resmarinua Officinalia (Ross Laaf

Active ingredient Bty ek, Bloer i, Difoms Fioct Epst

Benzoyl Peraxide (2.5%) Scdium Acrylates Copolymer, Lacithin,
Galactoarabiman, Gl Palyacrylate,

PW'PGSE Palyizobutens, Dipotassium
Glyeyrrhizate, Butylers Gl , Aanthan

e St Pelvam i 18, | 2 Paarmed,

Use g

u forthe treatment of acns Phenmyc’;hunh;. hyrmin

Warnings Other information

For external use only » Protect this product Fom excessive

Donot ima haat and direct aun.

i =
stk dorm o Questions or comments

Call toll fres 1-500-831-51 80 in the US

clearstart.com

@ Dermalogica, Inc.
Dermalogica, Dist.

los Angelas, CA 90009 USA
1-B00-231-5150

Lurope London KT22 88 UK

(D1216-00)




00-0LB0H

0 SL'?DILSL? 9

BREAKOUT CLEARING DAYTIME TREATMENT

benzoyl peroxide lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:68479-160

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
Benzoyl Peroxide (UNIl: WOWZN9 AOGM) (Benzoyl Peroxide - UNI:W9WZN9 A0 GM) Benzoyl Peroxide 25mg in 1 mL
Inactive Ingredients
Ingredient Name Strength

Water (UNIL: 059 QFOKOOR)

Niacinamide (UNIL: 25X51I18 RD4)

Glycerin (UNIL: PDC6A3C00X)

Dimethicone (UNI: 92RU3N3Y10)

Sunflower Oil (UNIL: 3W1JG795YI])

Cucumber (UNIE: YY7C30VXJT)

Lavandula Angustifolia Flowering Top (UNIL: 9 YT4B71U8P)
Rosemary (UNI: J67X351P9)

Boerhavia Diffusa Root (UNI: KROSRO9KYL)
Glycyrrhizinate Dipotassium (UNI: CA2YOFE3FX)
Egg Phospholipids (UNIL: 127418 4RGV)
Galactoarabinan (UNI: SL4SX10487)
Polyisobutylene (1300 MW) (UNIL: 241BN7J12Y)
Butylene Glycol (UNI: 3XUS85K0RA)

Xanthan Gum (UNIL: TTV12P4NEE)
1,2-Hexanediol (UNI: TR046 Y3K1G)

Polysorbate 20 (UNIL: 7T1F30 V5YH)

Edetate Disodium (UNI: 7FLD9 1C86K)

Citric Acid Monohydrate (UNIL: 296 8PHW8QP)



Phenoxyethanol (UNIL: HIE492Z73T)
Ethylhexylglycerin (UNIL: 147D247K3P)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:68479-160-02 1in 1 CARTON

1 60 mL in 1 TUBE; Type 0: Nota Combination Product

2 NDC:68479-160-01 14 mL in 1 TUBE; Type 0: Not a Combination Product
3 NDC:68479-160-00 2 mL in 1 POUCH; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part333D 06/04/2013

Labeler - permalogica, Inc. (177698560)

Establishment
Name Address ID/FEI Business Operations
PakLab 790530976 MANUFACTURE(68479-160)
Establishment
Name Address ID/FEI Business Operations
Diamond Wipes 161104729 MANUFACTURE(68479-160)

Revised: 11/2015 Dermalogica, Inc.
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