LA ROCHE POSAY LABORATOIRE DERMATOLOGIQUE TOLERIANE DOUBLE REPAIR
MOISTURIZER UV BROAD SPECTRUM SPF 30 SUNSCREEN- avobenzone, homosalate,
octisalate and octocrylene lotion

L’Oreal USA Products 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
Avobenzone 3%
Homosalate 5%
Octisalate 5%
Octocrylene 7%

Purpose

Sunscreen

Uses

* helps prevent sunburn
* if used as directed with other sun protection measures (see Directions), decreases the risk of skin
cancer and early skin aging caused by the sun

Warnings

For external use only

Do notuse

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.

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

Directions

For sunscreen use:
e shake well



e apply liberally 15 minutes before sun exposure

e reapply at least every 2 hours

® use a water resistant sunscreen if swimming or sweating

e Sun Protection Measures. Spending time in the sun increases your risk of skin cancer and early skin
aging. To decrease this risk, regularly use a sunscreen with a Broad Spectrum SPF value of 15 or
higher and other sun protection measures including:

e limit time in the sun, especially from 10 a.m. — 2 p.m.

e wear long-sleeved shirts, pants, hats, and sunglasses

e children under 6 months of age: Ask a doctor

Other information

protect the product in this container from excessive heat and direct sun

Inactive ingredients

water, glycerin, silica, dimethicone, niacinamide, PEG-100 stearate, glyceryl stearate, stearic acid,
allantoin, ceramide 3, dimethicone/vinyl dimethicone crosspolymer, sodium hydroxide, myristic acid,
myristyl alcohol, palmitic acid, ammonium polyacryloyldimethyl taurate, disodium EDTA, capryloyl
glycine, caprylyl glycol, citric acid, xanthan gum, t-butyl alcohol, cetyl alcohol, tocopherol

Questions or comments?
1-888-LRP-LABO 1-888-577-5226
Monday - Friday (9 a.m. - 5 p.m. EST)
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PROPERTIES.
An oil-free, soothing formula
with broad spectrum UVA/UVE

restore skin's moisture barrierand

Drug Facts

Uses

*helps preventsunbum

«ifysed asdirected with other sun protection measures (see Dareetions), decreases herisk of
skin cancer andearlyskin aging caused by thesun

immediately comfort skin,

APPLICATION.

Apply in the moming to the face
and neck. Its soft, Lightweight
texture is easily absobed.

RESULTS.

- Immediately restores the feeling
of skin comfort

- Provides all day hydration.

- Helps restore skin's natural
moisture barrier.

SUNSCREEN

LA ROCHE-POSAY

LABORATOIRE DERMATOLOGIQUE

microbiome: the population of
microarganisms found at the
skin surface. It has now been
discovered that prebiotics can
feed the microbiome.

Wariings

For external use only

Do nutuse on damaged or broken skin

When using this praductkeep outof eyes. Rinsawi thwater to remove.

Stopuse and aska docterif rash ocours

Keep outof reachof children.[fswallowad, getmedical helpor contactaPorson Control
Centerright away.

PREBIOTIC SKINCARE
INNOVATION.

La Roche-Posay prebiotic
thermal water has been used in
Eurcpe's leading centerof
thermal dermatology since
1905, Thanks to its unique
minemland microbial diversity -
including Selenium naturally
present in the skin = it has a
unique prebiotic action on the

DERMATOLOGISTTESTED -
SAFE FORSENSITIVE SKIN.
A strict formulation charterwith a
limited number of ingredients

Directions
For sunscreen use
+applygenerously 15 minutesbeforesun exposure

microbiome carefully selected to be: +reapplyatleastevery Zhours

P R E B I o T I c s K I N C A R E Oil free ‘§seaﬁma:err‘esxslalvlmsuﬂscre%ﬂ\f&\d/v\mrtmngoréweanﬂg o .
Fragrance fres «SunPratectinn Mea sures. Spending timein thesun ncreasesyour risk of skin cancer an

RESTORES HEALTHY LOOKING SKIN Nogcomedogem( earlyskinaging TodeEreasetmpsmsk,regu\ar\yuSeasunsEreenw\‘haBrOad Spectrum SPF
Allergy tested valugof 15 0r high er and other sun protecton measures induding
Paraben free +limittime nthe sun, especially from 10 am.-Zp.m

+wear long-sleeved shirts, pants, hatsand sunglasses
TOLERIANE «children under 6 months of age: Ask a doctor

Other information
o protect e proguctin this contajner from excessive heatand directsun
* storeat20° - 25° C 687 t077°F)

DOUBLE REPAIR
MOISTURIZER UV

Inactive ingredients
N At = water, glycerin, silica, dimethicone, niacinarmide, PEG-100stearate, glycery| stearate, stearic
BROAD SPECTRIUM & 3 amn,steara/\a\coho\,aHantom,cerammeB,mmethmone/vmy\mmemmomacrosspowmer,
sodium hydroxide, myristic acid, myristyl alcohol, palmiticacid, ammeniumpolyacryloyldimetyl

taurate, disodium edta, capryloyl glyeine, caprylyl glyeol, ciricacid, xanthan gum, T-butyl

Dermatolegist tested - safe for sensitive skin
alcohol, cetyl aloohol, tozopherof

Helps protect and provides all day hydration

‘B uestions or comments?
1-868-LAP-LABO 1-888-577-5225
Mond ay - Friday (3a.m.-5 p.m. EST)

6832511 CodeF1L:D191637/1

OIL FREE - NON COMEDOGENIC - FRAGRANCE FREE
CERAMIDE-3 + NIACINAMIDE

WITH LA ROCHE-POSAY

PREBIOTIC THERMAL WATER

75 ml B 25 ’:LOZ Madein France

Distribution reservedtola Roche-Fosay

/| agreed distibutors.

La Roche-Posar LLE,

0 Hudson Yarcis, New York, MY 10001

La Fioche- Fosay Laboratoire Pharmaceutique

Www.laroche-posay.us
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MOTIF(S)

LA ROCHE POSAY LABORATOIRE DERMATOLOGIQUE TOLERIANE
DOUBLE REPAIR MOISTURIZER UV BROAD SPECTRUM SPF 30 SUNSCREEN

avobenzone, homosalate, octisalate and octocrylene lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:49967-584

Route of Administration TOPICAL

Active Ingredient/Active Moiety




Ingredient Name Basis of Strength Strength

AVOBENZONE (UNII: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 30 mg in 1 mL
HOMOSALATE (UNI: VO6SV4M95S) (HOMOSALATE - UNI:V0O6SV4M95S) HOMOSALATE 50 mg in 1 mL
OCTISALATE (UNIL: 4X49Y0596 W) (OCTISALATE - UNI:4X49 Y0596 W) OCTISALATE 50 mg in 1 mL
O CTO CRYLENE (UNII: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNII:5A6 8 WGF6 WM) OCTOCRYLENE 70 mg in 1 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNII: 059QF0KOOR)
GLYCERIN (UNII: PDC6A3C00X)
SILICON DIO XIDE (UNII: ETJ7Z6 XBU4)
DIMETHICONE (UNIL: 92RU3N3Y10)
NIACINAMIDE (UNIL: 25X51I8 RD4)
PEG-100 STEARATE (UNII: YDOIN1999R)
GLYCERYL MONOSTEARATE (UNII: 2300U9 XXE4)
STEARIC ACID (UNII: 4ELV7Z65AP)
STEARYL ALCOHOL (UNIL: 2KR8914H1Y)
ALLANTOIN (UNII: 344S277G0Z)
CERAMIDE 3 (UNII: 4370DF050B)
DIMETHICONE/VINYL DIMETHICONE CROSSPOLYMER (SOFT PARTICLE) (UNIl: 9E4CO0W6C5)
SODIUM HYDRO XIDE (UNII: 55X04QC32I)
MYRISTIC ACID (UNII: 0I13V7S25AW)
MYRISTYL ALCOHOL (UNII: V4203409PU)
PALMITIC ACID (UNII: 2V16 EO95H1)
EDETATE DISODIUM ANHYDRO US (UNII: 8NLQ36 F6 MM)
CAPRYLOYL GLYCINE (UNI: 8TY5YO42NJ)
CAPRYLYL GLYCOL (UNI: 00YIU5438U)
CITRIC ACID MONOHYDRATE (UNII: 2968 PHW8QP)
XANTHAN GUM (UNII: TTV12P4NEE)
TERT-BUTYL ALCOHOL (UNI: MD83SFE959)
CETYL ALCOHOL (UNIL: 936JST6JCN)
TOCOPHEROL (UNI: ROZB2556P8)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:49967-584-01 1in 1 CARTON 12/21/2016

1 75 mL in 1 BOTTLE; Type 0: Not a Combination Product

2 NDC:49967-584-02 2 mL in 1 PACKET; Type 0: Nota Combination Product  12/21/2016

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 12/21/2016

Labeler - 1’0Oreal USA Products Inc (002136794)



SICOS ET CIE 276993581 manufacture(49967-584)

Cosmetique Active Products 282658798 manufacture(49967-584) , pack(49967-584)

BPS 272259304 pack(49967-584)

Socoplan 276221405 pack(49967-584)

Revised: 3/2020 L’Oreal USA Products Inc
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