PHOTO DYNAMIC THERAPY SPF 30- avobenzone, octinoxate, octis alate, and
oxybenzone lotion
G.S. COSMECEUTICAL USA, 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.
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Drug Facts

Active Ingredient Purpose
Avobenzone 3.0% Sunscreen
Octinoxate 7.5% Sunscreen
Octisalate 5.0% Sunscreen
Oxybenzone 6.0% Sunscreen
Use

Broad spectrum protection

Warnings
e For external use only.

e UV exposure fromthe sunincreases the risk of skin cancer, premature skin aging, and other skin
damage. It is important to decrease UV exposure by limiting time in the sun, wearing protective
clothing and using a sunscreen.

¢ Do not getinto eyes. Rinse with water to remove.

e Stop use and consult a doctor if skinrash occurs.

e Keep out of reach of children.

Directions

Apply daily. Do not seek additional sun exposure. Contains broad spectrum SPF 30. For best results,
apply generously 15 minutes prior to sun exposure. Reapply every 2 hours while outdoors. For
children under 6 months of age: consult a doctor. Store at room temperature 59-86°F / 15-30°C.

Other Ingredients

Aqua (Water), C12-15 Alkyl Benzoate, Yeast Amino Acids, Polysorbate 20, Glycerin, Butyloctyl
Salicylate, Methyl Methacrylate / Glycol Dimethacrylate Crosspolymer, Stearic Acid, Glyceryl
Stearate SE, Tricalcium Phosphate, Cyclohexasiloxane, Cyclopentasiloxane, Sorbitan Oleate, Lentinula
Edodes (Shiitake Mushroom) Extract, Benzylidene Dimethoxydimethylindanone, Morinda Citrifolia
Extract, Camellia Oleifera (Green Tea) Leaf Extract, Camellia Sinensis (White Tea) Leaf Extract,
Punica Granatum (Pomegranate) Fruit Extract, Cucumis Sativus (Cucumber) Fruit Extract, Arnica
Montana Flower Extract, Anacyclus Pyrethrum Root Extract, Sodium Hyaluronate, Ubiquinone,
Tocopherol, Tocopheryl Acetate, Sodium Ascorbyl Phosphate, Carbomer, Acrylates / C10-30 Alkyl



Acrylate Crosspolymer, Triethanolamine, Disodium EDT A, Phenoxyethanol, Methylparaben,
Ethylparaben, Butylparaben, Propylparaben

Questions or Comments?
ask@DERMAdoctor.com
www.DERMAdoctor.com®

PRINCIPAL DISPLAY PANEL - 30 ml Carton
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Drug Facts

Active Ingredient Purpose
Avobenzone 30% ... ..... Sunscreen
Octinoxate 7.5% ...c.. ... Sunscreen
Octisalate 5.0% . ......... Sunscreen
Onybenzone B.0%......... Sunscreen
Use Broad spectrum protection
Warnings

+ For external use only. + UV exposure
from the sun increases the nisk of skin
cancer, premature skin aging, and other
skin damage. It i important to decrease
UV exposure by kmibng time mn the sun,
weanng protective clothing and using a
sunscreen, * Do not get info eyes. Rinse
with water to remove. « Stop use and]
consult a doctor if skin rash oceurs,
* Keop out of reach of chikiren,

Directions

Apply daily. Do not seek additional sun
exposure.  Contains broad spectrum
SPF 30. For best results, apply
generously 15 minutes prior to sun
exposure, Reapply every 2 hours while
outdoors. For children under & months
of age: consult a doctor. Store at
roam tempearature 58-86°F / 15-30°C,

Other Ingredients
Agua (Water), C1 2415 Allgd Bereoate, Yeast
Amino Acids, Polysorbate 20, Glycerin,

Salicylate, Methyl N‘bvfncﬁ_!
ﬁﬁahw ﬁamte EE.E Tricalcium
I — Scrblon Oleate, me

(Shiitake Mushroom) Exract, Bereylidene
Dimethogdimethylindanone, Monnda
Citrifolia Extract, Carmelia Oleifera (Gieen
Tea) Lesf Exiract, Camclia Sinansis (White
Tea) Leaf Extract, Punica Granatum
(Pomagranate) Fruit Extract, Cucumis
Sativus (Cucumber) Fruit Extract, Amica
Montana Flower Extract, Anacyclus
Pyrethrum Root Extract, Sodium
Hyaluronale, Ubiguinane, Tecopheral,
Tocopherd Acetate, Sodium Ascorbyl

, Carbarner, Acndates / C10-30
Alky Acrylate  Crosspolymer,
Triethanolamine, Disodium EDTA,
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DERMAdoctor Spocialst Skin Care, LTD.
Kansas City, MO 64108 = Made in the LLS.A
Tol Free in the USA. 1-B77-DERMADR
DOuside the LLSA, (3) 816=472=5700
Questions or Comments T
askiEDERMAdocioncom
www._DERMAdoctorcom™
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ju_'rt what the skin doctor ordered.®

Ground-bregking, patent-pending  solar
powered technology in  lofion form
captures UV light transforming it into visible
red kght, a proven energy source for ebiciting
anti=aging effects on the skin,

Irroffice lasers, IPL {ntense pulsed bght) and
other kght treatments, used o hel buld
collagen and elastin, are expensive and
ncomvenient, requiring a senes of doctor's
visits and maintenance Sess0Ns.

At-home red light devices are costly,
difficult to remember to use as well as
time consuming.

Imagine a new reality in skin rejuvenation
where skin can experience conlinuous
exposure to antaging red light through
the mere daily application of a lotion.

DERMAdoctor® Photodynamic Therapy =
is chnically proven to improve the
appearance of firmness, radiance, skin
tone, elasticity, fine lines and wrinkles,

How Does It Work?

Morinda Citrifolia Extract (Noni  Fruit)
containg & special polyphenol that
specifically captures the sun's rays then
converts and amits this energy as a highly
focused visible red wavelangth of light
(648 nm) equivalent to that of a red LED,

Binding of this polypheno| to an inert
tricalcium phosphate parfidle creates a
complex capable of transmitting the visible
red light to the skin where it works to
encourage the production of collagen and

alastin fibars within the darmis.

Sun may be required, but sun protection
is desired!

DERMAdoctor™ believes in not  only
mesting but exceeding sun protection.
Phot ic Therapy ™ takes sun protection
to a new level wih new technological
advances,

This sophisticated complex also provides
Vitamin D supplementation, oxidative
protection and helps support a cellular
DMNA shield,

Vitamin D Photodynamic Therapy™
contains the scle non animal Vitamin D
source avalable; sun exposed shitake
mushrooma, to help boost levels of this
vitamin so critical to overall welkbeing.
Benzylidene Dimethoxydimethylindanone
(CoqHa0,) Sunscreen booster

Powerful Antloxidants Pomegranate,
Ubiquinona, Vitamin E, Cucumber, Green &
White Tea Extracts work to fight against free
radical enwvironmental damage.

This exclusive, medically formulated and
tested line of gentle and effective skin
care solutions 18 developed by leading
dermatologist Audrey Kunin, M.D.




DERMAdoctor® Photodynamic Therapy ™
+ Utilizes UV light to revitalize the skin

Co —_— =
* Improves skin datiiy P @
* Reduces the appsarance of fing lines ks averiiszaments & finereur,
and wrinkles .
7 Dermatologist Tested & Approved
* |mproves skin tone and texture Al T { Non Irkating, No

Nermal dally activity will activate product. Fragrance Free, Dye Free, No Animel Testing

Do not seek additional sun exposure. Please Recycle
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PHOTO DYNAMIC THERAPY SPF 30

avobenzone, octinoxate, octisalate, and oxybenzone lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
AVOBENZONE (UNIE: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX)
O CTINO XATE (UNIL: 4Y5P7MUD51) (OCTINO XATE - UNI:4Y5P7MUD51)
OCTISALATE (UNIL: 4X49Y0596W) (OCTISALATE - UNIL4X49 Y0596 W)
OXYBENZONE (UNIE: 9500S7VE0Y) (OXYBENZONE - UNI:9500S7VEQY)

Inactive Ingredients

Ingredient Name
WATER (UNIL 059 QFOKOOR)
C12-15 ALKYL BENZOATE (UNIL: A9EJ3J6 1HQ)
YEAST (UNIL: 3NY3SM6B8U)
AMINO ACIDS (UNIE: 0072R8RF8A)
POLYSORBATE 20 (UNI: 7T1F30 V5YH)
GLYCERIN (UNII: PDC6A3C00X)
BUTYLOCTYL SALICYLATE (UNII: 2EH13UN8 D3)
STEARIC ACID (UNIL: 4ELV7Z65AP)
GLYCERYL MONOSTEARATE (UNIL: 230 0U9 XXE4)
TRICALCIUM PHO SPHATE (UNII: K4C08XP666)
CYCLOMETHICONE 5 (UNIL: 0 THTSPCIOR)
CYCLOMETHICONE 6 (UNI: XHK3U310BA)
SORBITAN MONO OLEATE (UNIL: 06 XEA2VD56)
SHIITAKE MUSHRO OM (UNI: 1A64QN2D2F)

Basis of Strength
AVOBENZONE
OCTINOXATE
OCTISALATE
OXYBENZONE

NDC:65113-2432

Strength
3g in 100 mL
7.5g in 100 mL
5g in 100 mL
6 g in 100 mL

Strength



CAMELLIA OLEIFERA LEAF (UNIL: 5077EL0C60)
GREEN TEA LEAF (UNIl: W2ZU1RY8BO)
POMEGRANATE (UNIL: 56687D1Z4D)

CUCUMBER (UNIL: YY7C30VXJT)

ARNICA MONTANA FLOWER (UNII: OZ0E5Y15PZ)
ANACYCLUS PYRETHRUM ROOT (UNII: X820IRW34J)
HYALURONATE SODIUM (UNII: YSE9 PPT4TH)
ALPHA-TOCOPHEROL ACETATE (UNIL: 9E8X80D2L0)
SODIUM ASCORBYL PHO SPHATE (UNIL: 836 SJG51DR)
TROLAMINE (UNII: 903K93S3TK)

EDETATE DISODIUM (UNII: 7FLD9 1C86K)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)
METHYLPARABEN (UNII: A2I8C7HIOT)
ETHYLPARABEN (UNII: 14255EXE39)

BUTYLPARABEN (UNII: 3QPI1U3FV8)
PROPYLPARABEN (UNII: Z8IX2SC10H)
DIAZOLIDINYL UREA (UNIL: H5SRIZ3MPW4)

Product Characteristics

Color YELLOW (Off white to Light yellow) Score

Shape Size

Flavor Imprint Code

Contains

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65113-2432-1 30 mL in 1 BOTTLE, PUMP

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part352 10/01/2010

Labeler - G.s. COSMECEUTICAL USA, INC. (0170147 34)

Establishment

Name Address ID/FEI Business Operations
G.S. COSMECEUTICAL USA, INC. 017014734 MANUFACTURE

Revised: 11/2010 G.S. COSMECEUTICAL USA, INC.
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