YVES SAINT LAURENT ALL HOURS FOUNDATION BROAD SPECTRUM SPF 20
SUNSCREEN- octinoxate lotion
L'Oreal USA Products Inc

Drug Facts

Active ingredient

Octinoxate 3%

Purpose

Sunscreen

Uses
e helps prevent sunburn

e 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

Flammable until dry.

Avoid fire, flame and heat during application.

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 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:

shake well before use

apply liberally 15 minutes before sun exposure

reapply at least every 2 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 decrease this risk regularly use a sunscreen with a
Broad Spectrum SPF value of 15 or higher and other sun protection measures
including:

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

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

children under 6 months of age: Ask a doctor

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

Inactive ingredients

water, cyclopentasiloxane, alcohol denat., isododecane,
acrylates/polytrimethylsiloxymethacrylate copolymer, butylene glycol, glycerin,
polymethylsilsesquioxane, cetyl PEG/PPG-10/1 dimethicone, synthetic fluorphlogopite,
isohexadecane, polyglyceryl-4 isostearate, magnesium sulfate, disodium stearoyl
glutamate, fragrance, perlite, saccharomyces/xylinum/black tea ferment, silica silylate,
aluminum hydroxide, butyrospermum parkii (shea) seedcake extract,
hydroxyethylcellulose, BHT, phenoxyethanol, sodium citrate, benzyl alcohol, linalool,
citric acid, potassium sorbate, pentaerythrityl tetra-di-t-butyl hydroxyhydrocinnamate,
biotin; may contain: titanium dioxide, iron oxides



Drug Facts (continued)

T deceese: s nisk, mgualy 15e 3 suEaeen
wih 2 Bimad Spectnim SPFvaueof 15 orhigher
and other =un pmitection messLes nduding:
» fmi tme n e sn, ezpeaidl from
10am.-2pm.
v wear bng-slesved shite, partz,
hats, and sunglaszes
vclikdren under B morihz of age: bk a dachor

Other information

» pmtet the pradudt inthi cantaner
m emesive heatand diedt 2un

inactive ingredients

water, cyclohexasilngane, alcotnl
derml.  iodockcane,  acrylates
potimetwsinmetecrdai copolmer,
Htylene gy, leerin,
polymetldleesliniane, rehd
PEGRRG-0A  dmeticore,  aheic
Tomhiogite, Entesaecans, poldda 4
isnstearate, macpesum s, deodum
sy guianak, g, paite
sazcheomyees adrumiblack e e,
sica  sidate,  duminum  bdoie,
butmepaTrLm paki (she) seeckake eact
trdnyetkdl nse, BH, prersyterl,
ancium e, hered dmbd, lrebonl, i
auid, potmsm sorhae, pavasrvring
tefai-tud bydosyncimena, bivin
ek e il closicls imnosides

G222121 - FIL B2 A
CAUTICN : FLAMMABLE
UNTIL DRy, KEEP Aiiay
FROM FLAME AMD HEAT.

(I ESTICHS DR GO MMENTST COKTACT:
YWES SAHT LAURENT 10 HU DSCHYRRDS,
01 WIOTH ST, H BN YORK, HY 10001
FOR MCRE K FCRKATICH CHT HES:
WEBST E wseryrdbeasbne. oom
SAMPLE - HOT FOR B4_E
THIE PRIOCUCT Cad BE 50LG CHLY
Y APPROVED CETRAUTORS

. DTYES SANT LAURENT
Y9 ASATE, B, RUE BANT HONCRE, 1008 PARE
LUXURY PROCUCTS LLC:, MEA YORC, WY [0
Imp. Sypar YELASUTE CANADA MONTREA, HT 11E

MADE M FRANCE
yElbeauty com

723628

614271

3

Seal Vector

ALL HOURS
FOUNDATION

OCTINOXATE SUMSCREEM
BROAD SPECTRUM SPE 20

UF TC 24 H WEAR

FLAWLESS MATTE

FULL COWVERAGE
CIL-FREE

B4s
BISQUE

YESSAINT/AURENT

0.2331l.oz. €10ml

il

Drug Facts

Active ingredient Pumose
Clcinovate 36 ........ .. SLnscesn

Uses

» hel prevent aimbum

vif uzed as diected with ather =i
pmtection mezeues [z DirBcting,
deceases the ek of Sin cancer and eardy
sk agng azed oy e 2n

Warnings

Forexternal use anly

Flammable urtil dry Awid fre, Tame

vl heat iy applicadon,

Da not use ondamaged or broken sin

Wihe n using this product kesp outof

gies. Hirma with wakr o remove.,

Stop use and ask 2 doctor if rash

DOCLES

Feep out of each of childen. If
owseed, 0t medical Pep or contact

aPoisonGorol Certe it sy,

Directions

Fir smeaRan e

»ehaie wed befom (5e

reply genemusly 15 mnues befomk sun

EISUE

r ey & st eveny 2 hours

"LEE 3 ey EeBka sneEen |
ST o Saveelig

r3un Pralaclian Measures. Spending
fmeinfhe 2 ingeazes your wkof =
cancer and early =k aging.

e




A EETICHS (R GOMMENTS? GONTAGT:
Drug Facts (continued) | | "% Wamier newvom woum ALL HOURS Drug Facls
T deease fhis nisk, eoJaly 152 & suEmeen ﬁgiﬁ;ﬂ;ﬁ FOUNDATION §th"€ ingg;ﬁedfem PHS!F'OSE
wifh 3 Bromd Spectum SPFaueaf 13 orhi : clinovate & ........... SLNSCEEN
ad ;hé'mmr?;mta";% rnsasufsui'mgi[g@a_ THEFACRUC Cit S ST CHL S S Be
-15311 [i‘negﬂ]e an, especaly from Y AFFROVED DERBITORS ERCAD SPECTRURM SPF 20 Uses
am.-2pm. . g i
» wesr slliae.raj shitz, paniz, %ﬁfﬁéﬁ%ﬁ}ﬁgﬂﬁ?ﬁmﬁ : S .ﬁsﬂ.jm?ﬂmj with other an
ets, and sungleees imp. Hipar Y5LSSAITE CAHALH MOHTREAL, HT 116 FLAWLESS MATTE pmtetion mezsures [z Directians)
vclikdren under B morihz of age: bk a dachor MrhEE "mFPMUE FULL CONERAGE decemes e i f din cancer and eﬂ'IIJr
Other information Lrci OIL-FREE shinagrg casedty e an
» pmtet the pradudt inthi cantaner B
m execeeive heat and diedt sun F'l’ﬁft'emfrgs |
T orexternal se only
Inactive ingredients Flammab urtl cry A e, T
water, cyclohesasilogans, alcobol vl heat iy applicadon,
derel. Enchoecane,  acnyaes/ Do not use onclamaggd or broken i
Eﬂ%?xmlhiﬁgfﬂﬂﬁ mgﬂ.%% — ﬁ Wthen using this pﬁct keep autof
palvmetwlslsesdlioane, cetd O 6. Areg it aer o a0 e.
PEGPPG-I0A  dimeticore,  swibeic M Stop use and ask 2 doctor if rash
Tomhiogite, Entesaecans, poldda 4 — ] DOCLES
isnstearate, macpesum s, deodum M= Feep out of each of childen. If
siamy  gUaneEE, g, paitg = n45 owrer, et mecdcal ep o contact
saccwomiees iUtk e Bmat e BISQUE A Poisanionol Gerte rift away.
sica  sidate,  duminum  bdoie, P Directi
st parkd e cesctake eitact E— | rec ms
iR B el — TAEEAE
snclum citae, bered doobd, Ireonl, di —_— : 1'5.]5"3. et
At poisdm shak, paaety ) ﬂfmms"’ il el
terachtHu Fyrioaycinimena, bivirg — » ey ot kot svery 2 bours
M ot i e ionosides MY )WN%UW e 3 waler st nsseen
G121 - FIL. B2 SATITIIY (T Siveng ;
r3un Pralaclian Measures. Spending
CAUTICN : FLAMMABLE Seal Vector time i the 2uningesses your ek of shn
UNTIL DRy, KEEP A cerand ealy i aging.
FROM FLANE AND HEAT, 0.33fl.oz. €10 ml -

YVES SAINT LAURENT ALL HOURS FOUNDATION BROAD SPECTRUM
SPF 20 SUNSCREEN

octinoxate lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:49967-362

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
Octinoxate (UNIl: 4Y5P7MUD51) (Octinoxate - UNII:4Y5P7MUD51)

Basis of Strength
Octinoxate

Strength
30 mg in1mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNII: 059QF0KOO0R)

CYCLOMETHICONE 6 (UNII: XHK3U310BA)



ALCOHOL (UNII: 3K9958V90M)

ISODODECANE (UNII: A8289P68Y2)

BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

GLYCERIN (UNIl: PDC6A3C00OX)

POLYMETHYLSILSESQUIOXANE (11 MICRONS) (UNII: Z570VEV8XK)
CETYL PEG/PPG-10/1 DIMETHICONE (HLB 2) (UNII: V2W71V8TO0X)
ISOHEXADECANE (UNII: 918X10UF1E)

POLYGLYCERYL-4 ISOSTEARATE (UNII: 820DPX33S7)

MAGNESIUM SULFATE, UNSPECIFIED FORM (UNIl: DE0O8037SAB)
DISODIUM STEAROYL GLUTAMATE (UNIl: 45ASM2L11M)

PERLITE (UNII: 0SG101Z GK9)

ALUMINUM HYDROXIDE (UNII: 5QB0T2IUNO)

HYDROXYETHYL CELLULOSE (100 MPA.S AT 2%) (UNIl: R33S7TK2EP)
BUTYLATED HYDROXYTOLUENE (UNII: 1P9D0Z171K)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)

SODIUM CITRATE (UNIIl: 1Q73Q2JULR)

BENZYL ALCOHOL (UNIl: LKG8494WBH)

LINALOOL, (+/-)- (UNII: D81QY6I88E)

CITRIC ACID MONOHYDRATE (UNIl: 2968PHW8QP)

POTASSIUM SORBATE (UNII: 1VPU26JZZ4)

PENTAERYTHRITOL TETRAKIS(3-(3,5-DI-TERT-BUTYL-4-HYDROXYPHENYL)PROPIONATE) (UNII:
255PIF62MS)

BIOTIN (UNIl: 65SO6U10H04)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
FERRIC OXIDE RED (UNII: 1KO9F3G675)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:49967- .
1 362.01 1in 1 CARTON 06/01/2017
1 25 mLin 1 BOTTLE; Type 0: Not a Combination
Product
NDC:49967- 125 mL in 1 BOTTLE; Type 0: Not a Combination
2 362.02 Product 06/01/2017 12/30/2024
3 NDC:49967- 4 i, 1 cARTON 06/01/2017 12/30/2024
362-03
3 10 mL in 1 BOTTLE; Type 0: Not a Combination
Product
4 NDC:49967- 4 i5 9 cARTON 06/01/2017 12/30/2024
362-04
a 5 mLin 1 BOTTLE; Type 0: Not a Combination
Product
NDC:49967- 1 mL in 1 PACKET; Type 0: Not a Combination
5 362-05 Product 06/01/2017 12/30/2024
NDC:49967- 1.2 mL in 1 BLISTER PACK; Type 0: Not a
6 362-06 Combination Product 02/08/2013 12/30/2024
7 NDC:49967- 4 i, 1 cARTON 07/30/2020 12/30/2024
362-07
7 8 mL in 1 BOTTLE; Type 0: Not a Combination

Product



Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO020

Labeler - Loreal USA Products Inc (002136794)

Marketing Start Marketing End
Date Date

06/01/2017

Establishment
Name Address ID/FEI Business Operations
SICOS ET CIE 276993581 manufacture(49967-362) , pack(49967-362)

Revised: 12/2023

L'Oreal USA Products Inc
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