SPF 15 ANTI-SHINE MOISTURIZING - octinoxate and octocrylene lotion
Laboratoire Dr Renaud 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.

Drug Facts

Active Ingredients

Octinoxate (Octyl Methoxycinnamate) 7.77% w/w and Octocrylene 0.10% w/w

INACTIVE INGREDIENTS

WATER/EAU « BIOSACCHARIDE GUM-1« METHYL GLUCETH-20 « GLYCERIN *VITIS
VINIFERA (GRAPE) SEED OIL « DICAPRYLYL CARBONATE « METHYLMETHACRYLATE
CROSSPOLYMER « SACCHARIDE ISOMERATE « CETEARYL OLIVATE « DIPROPYLENE
GLYCOL « SORBITAN OLIVATE « CANDIDA BOMBICOLA/GLUCOSE/METHYL
RAPESEEDATE FERMENT - SILICA « ALPHA GLUCAN OLIGOSACCHARIDE « TALC -
SODIUM PALMITOYL PROLINE « AMMONIUM ACRYLOYL DIMETHYLTAURATE/VP
COPOLYMER « OLEA EUROPAEA (OLIVE) LEAF EXTRACT « NYMPHEA ALBA FLOWER
EXTRACT »« HELIANTHUS ANNUUS (SUNFLOWER) OIL « XANTHAN GUM « KAEMPFERIA
GALANGA (GALANGAL) EXTRACT « ROSMARINUS OFFICINALIS (ROSEMARY) OIL -
SARCOSINE « SALVIA SOLAREA (CLARY SAGE) OIL « CITRUS AURANTIUM (ORANGE) OIL
* CITRUS RETICULATA BLANCO (MANDARIN) OIL « BUTYLENE GLYCOL « GLUCAMINE -
CHLORPHENESIN « CITRUS LIMON (LEMON) OIL « CITRUS AURANTIFOLIA (LIME) OIL »
CYMBOPOGON SCHOENANTHUS (LEMONGRASS) OIL « PHENOXYETHANOL -
ETHYLHEXYLGLYCERIN « BHT « PVP -

In the morning, first cleanse the skin thoroughly. Then apply a thin layer of your specific skin care
product. End with the application of the Anti-Shine Moisturizing Lotion SPF 15. Apply prior to sun
exposure.

For external use only. Keep out of reach of children. Avoid direct contact with the eyes. If product gets
into the eyes, rinse liberally with water. Discontinue use if skinirritation develops or increases. If
irritation persists, consult a doctor.
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MODE D’EMPLOI : Le matin, bien
nettoyer la peau au préalable.
Poursuivre avec |'application

de votre soin spécifique. Puis
terminer avec I'application de la
Lotion hydratante anti-brillance
FPS 15. Appliquer avant

I"ex position au soleil.

MISES EN GARDE : Pour usage
externe seulement. Garder hors
de portée des enfants. Eviter
tout contact avec les yeux; le cas
échéant, rincer abondamment
avec de I'eau. Cesser I'emploi si
une irritation de la peau apparait
ou si devient plus sévere. Si
l'irritation persiste, consulter un
praticien de soins de santé.

DIRECTIONS: In the morning, first
cleanse the skin thoroughly. Then
apply a thin layer of your specific

skin care product. End with the
application of the Anti-Shine
Moisturizing Lotion SPF 15. Apply
prior to sun exposure.

WARNINGS: For external use
only. Keep out of reach of children.
Avioid direct contact with the eyes.

If product gets into the eyes, rinse
liberally with water. Discontinue
use if skin irritation develops or

increases. If irritation persists,
consult a doctor.

LABORATOIRE DR RENAUD INC.
Laval (Québec) Canada H7V DA3
Made in Canada
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INGREDIENTS MEDICINALY : Octinxate (Méthasydrnamate d'octyle) 4 777% p/p et Octocrylene 3010% 'p / ACTIVE INGREDIENTS = Octina:ate (Octyl Methaydrnamate)

7T wwand Octocrylene0 10% w/w. IN GREDIENTS NON-MEDICINAUX / INACTIVE INGREDIENTS : WATER/EAL « BIOSACCHARI DE GUIM-1e METHYL GLUCETH-20« GLYCERIN +

VITIS VIMIFERS (GRAPE) SEED CIL » DICAPRYLYL CARBOMATE » METHYLMETHACRYLATE CROSSPOLYMER » SACCHARIDE |SCAAERATE + CETEARYL OLIVATE + DIPROFYLENE

GLYCOL « SORBMAN OLMATE » CANDIDA BOMEBICOLA/G LUCOSE ETHYL RAPESEECATE FERMENT SILICA » ALPHA GLUZAN OLIGOSACCHARIDE « TALC « SOOI PA LMITOYL

PROLIME » AMMON UM ACRYLOYL DIMETHY LTALURATE/ VP COPOLYMER « CLEA EURCPAEA (OLIVE) LEAF EXTRACT « NYMPHEA ALBA FLOWER EXTRACT » HELIANTHUS ANNULIS

(SUMFLCWER) CIL» XANTHAN GUIM « KAEM PFERIA GALAN GA (GALAMGAL) EXTRACT » ROSMARINUS OFFICINALIS (RROSEMARY ) CIL + SARCOYNE » SALVIA SOLAREA (CLARY SAGE)

DL CITRUS AURANTIUM (ORAMGE) OIL s CITRUS RETICULATA BLANCO PMANDARINY OIL+ BUTYLEME GLYCOL » GLUCAMIME » CHLORPHENESIM » CITRUS LIBACR (LERAOR) OIL »

CITRUS AURANTIFO LA {LIME) DI« CYM BOPOGON SCHOEMANTHUS (LEMONGRASS) OILe PHENCKYETHAMOL « ETHYLHEXYLG LYCERIN « EHT+ PP
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INGREDIENTS MEDICINALIX :
octinmate (Méthmycinnamate d'octyle)
4 7.77% pfp et Octoorylene 3 0.10% p'p

ACTIVE INGREDIENTS : Octinoxate
{Octyl Methoxycinnamate) 7.77% wfw and
Octocrylens 0U105 wihw

INGREDIENTS NOMN-MEDICINAUX /
INACTIVE INGREDIENTS :
WATERSEAL «
BIOSACCHARIDE GUM-1 -
METHYL GLUCETH-20
GLYCERIN »
VITIS VINIFERA (GRAPE) SEED OIL -
DICAPRYLYL CARSOMATE
METHYL METHACRYLATE
CROSSPOLYMER -
SACCHARIDE ISOMERATE
CETEARYL OLIVATE
DIFROPYLENE GLYCOL «
SORSITAN OLIVATE
CANDIDW BOMBICOLASGLUCOSES
METHYL RAPESEEDATE FERMENT =
SILICA -
ALPHA GLUCAN DLIGOSACCHARIDE +
TALC »
SODIUM PALMITOYL PROLINE =
AMMONIUM ACRYLOYL
DIMETHYLTAURATE/VP COPOLYMER -
OLEA ELUROPAEA (OLWE) LEAF EXTRACT -
NYMPHEA ALBA FLOWER EXTRACT »
HELIANTHUS ANNUUS
[SUNFLOWER) OIL =
KANTHAMN GUM -
KAEMPFERIA GALAMNGA [GALANGAL)
EXTRACT »
ROSMARINUS OFFICINALIS
(ROSEMARY) OIL «
SARCOSINE
SALVIA SOLAREA (CLARY SAGE]) OIL -
CITRUS AURANTIUM [ORANGE) OIL -
CITRUS RETICUILATA BLAMCO
(MANDARIN OIL -
BUTYLENE GLYCOL
GLLMCAMIME -
CHLORPHENESIN «
CITRUS LIMOM (LEMCN) OIL -
CITRUS AURANTIFOLLA {LIME) OIL -
CYMBOPOGON SCHOEMANTHUS
(LEMONGRASS) OIL =
PHENOXYETHANOL
ETHYLHECYLGLYCERIN «
BHT -
PVP

—
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MODE D'EMPLOI : Le
matin, bien nettoyer la peau
au préalable. Poursuivre
avec I'application de

votre soin spécifique. Puis
terminer avec I'application
de la Lotion hydratante
anti-brillance FPS 15.
Appliquer avant I'exposition
au soleil.

MISES EN GARDE : Pour
usage externe seulement.
Eviter tout contact avec les
yeux; le cas échéant, rincer
abondamment avec de
I'eau. Garder hors de portée
des enfants. Cesser I'emploi
si une irritation de la peau
apparait ou si devient

plus sévére. Si l'irritation
persiste, consulter un
praticien de soins de santé.

DIRECTIONS: In the
morning, first cleanse

the skin thoroughly. Then
apply a thin layer of your
specific skin care product.
End with the application of
the Anti-Shine Moisturizing
Lotion SPF 15. Apply prior to
sun exposure.

WARNINGS: For external
use only. Avoid direct
contact with the eyes.

If product gets into the
eyes, rinse liberally with
water. Discontinue use if
skin irritation develops

or increases. If irritation
persists, consult a doctor.

SPF 15 ANTI-SHINE MOISTURIZING

octinoxate and octocrylene lotion

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Item Code (Source)

NDC:62499-445




Active Ingredient/Active Moiety

Ingredient Name
O CTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNIL:4Y5P7MUDS1)
O CTO CRYLENE (UNIl: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNII:5A6 8 WGF6 WM)

Inactive Ingredients

Ingredient Name
WATER (UNIE: 059 QFOKOOR)
BIO SACCHARIDE GUM-1 (UNI: BB4PU4V09H)
GLYCERIN (UNIL: PDC6A3C00X)
METHYL GLUCETH-20 (UNIE: J3QD0OLD11P)
GRAPE SEED OIL (UNI: 930 MLC8 XGG)
DICAPRYLYL CARBONATE (UNI: 609 A3VISUA)
METHYL METHACRYLATE (UNIE: 1960C77688)
SACCHARIDE ISOMERATE (UNI: W8K377W981)
CETEARYL OLIVATE (UNI: 58B69Q84J0)
DIPROPYLENE GLYCOL (UNI: E107L85C40)
SORBITAN OLIVATE (UNI: MDL271E3GR)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
.ALPHA.-GLUCAN OLIGO SACCHARIDE (UNI: $95658 MI3W)
TALC (UNIE: 7SEV7J4R1U)
SODIUM PALMITO YL PROLINE (UNI: 64L053FRFO)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
GLUCAMINE (UNI: 5QN16 UUF80)
OLEA EUROPAEA LEAF (UNIL: MJ95C30H47)
NYMPHAEA ALBA FLO WER (UNI: 40KQ7Q5350)
SUNFLO WER OIL (UNI: 3W1JG795Y1)
PO VIDONE K30 (UNI: U725QWY32X)
LESSER GALANGAL ROOT (UNIL: 42LD90786Y)
ROSEMARY OIL (UNI: 8LGU7VMB393)
SARCO SINE (UNII: Z711V88R5F)
CLARY SAGE OIL (UNIE: 87L0D4U3M0)
BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)
ORANGE OIL (UNIE: AKN3KSD11B)
MANDARIN OIL (UNI: NJO720F72R)
CHL O RPHENESIN (UNIL: 16 70 DAL4SZ)
LEMON OIL (UNIE: I9GRO824LL)
LIME OIL (UNI: UZH29 XGA8G)
WEST INDIAN LEMONGRASS OIL (UNI: 5BIA40 E9ED)
PHENO XYETHANOL (UNII: HIE492ZZ3T)
ETHYLHEXYLGLYCERIN (UNI: 147D247K3P)
XANTHAN GUM (UNIE: TTV12P4NEE)

AMMO NIUM ACRYLO YLDIMETHYLTAURATE/VP COPOLYMER (UNII: W59H9296ZG)

Product Characteristics

Color blue (dark bleu) Score

Shape Size

Basis of Strength
OCTINOXATE
OCTOCRYLENE

Strength
7.77 g in 100 g
0.1g in100 g

Strength



Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:62499-445-11 1in 1 CARTON

1 NDC:62499-445-04 50 gin 1 TUBE

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph final part352 11/29/2011

Labeler - Laboratoire Dr Renaud Inc. (202501565)

Registrant - Laboratoire Dr Renaud Inc. (202501565)

Establishment
Name Address ID/FEI Business Operations
Laboratoire Dr Renaud Inc. 202501565 manufacture

Revised: 11/2011 Laboratoire Dr Renaud Inc.
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