LAURA MERCIER TINTED MOISTURIZER ILLUMINATING BROAD SPECTRUM SPF 20
SUNSCREEN 5N1 BRONZE RADIANCE- avobenzone and octinoxate cream

LAURA MERCIER TINTED MOISTURIZER ILLUMINATING BROAD SPECTRUM SPF 20
SUNSCREEN 4N1 GOLDEN RADIANCE- avobenzone and octinoxate cream

LAURA MERCIER TINTED MOISTURIZER ILLUMINATING BROAD SPECTRUM SPF 20
SUNSCREEN 3N1 WARM RADIANCE- avobenzone and octinoxate cream

LAURA MERCIER TINTED MOISTURIZER ILLUMINATING BROAD SPECTRUM SPF 20
SUNSCREEN 2N1 NATURAL RADIANCE- avobenzone and octinoxate cream

LAURA MERCIER TINTED MOISTURIZER ILLUMINATING BROAD SPECTRUM SPF 20
SUNSCREEN 1IN1 BARE RADIANCE- avobenzone and octinoxate cream

Laura Mercier Cosmetics

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.

Laura Mercier Tinted Mois turizer
INluminating Broad Spectrum SPF 20 Sunscreen

Drug Facts

Active ingredients
Avobenzone (2.0%), Octinoxate (7.5%)

Purpose

Sunscreen

Uses
® 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.

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
e For sunscreenuse:
e apply liberally 15 minutes before sun exposure
® use a water resistant sunscreen if swimming or sweating
e reapply at least every 2 hours
¢ Sun Protection Measures. Spending time in the sunincreases 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
e Childrenunder 6 months of age: Ask a doctor

Other information

Protect the product in this container from excessive heat and direct sun.

Inactive ingredients

Water, Dimethicone, Mica, Cetearyl Alcohol, Hydrogenated Polyisobutene, Xylitylglucoside, PEG-40
Castor Oil, Polyglyceryl-4 Isostearate, Cyclopentasiloxane, Potassium Cetyl Phosphate, Hexyl Laurate,
Anhydroxylitol, Tocopheryl Acetate, Cetyl PEG/PPG-10/1 Dimethicone, Xylitol, Polysorbate 60,
Phenoxyethanol, Butylene Glycol, Tribehenin, Sodium Dehydroacetate, Sodium Hyaluronate, Allantoin,
Camellia Sinensis Leaf Extract, Copper Gluconate, Carbomer, Hydrogenated Olive Oil, Butyrospermum
Parkii (Shea) Butter, Aminomethyl Propanol, Tetrasodium EDT A, Magnesium Aluminum Silicate,
Sodium Ascorbate, Dipotassium Glycyrrhizate, Tin Oxide. May Contain: Titanium Dioxide, Iron
Oxides.

Questions or comments?
Call 1-888-637-2437, M — F 9am— 5pm CST.

PRINCIPAL DISPLAY PANEL - 50 mL Tube Carton - Bronze Radiance
laura mercier

TINTED MOISTURIZER
ILLUMINATING
BROAD SPECTRUM

SPF 20 SUNSCREEN

50 mL /1.7 FL. OZ. LIQ. US
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Drug Facts Drug Facts (continued)

Aclive ing redients Purpose Warnin
Issunﬁ (2,0%), Octiroxate (7.5%) Bunscreen I_.!_-h uB ondy.
j“ﬂ_ U _“_a_sxn_vd._.m“._j““_.z; i (o0 Blmation, do i Do mot wes on darmaged or broken skdn,
] 8 direc ather sun protection measms (e ond), doorase
__._3__t:sﬂﬂﬁn:___i._hansas"iuﬁ. » | When wing this product loeep out of eyes. Ringe with water to rmowe, v

Drug Facts (continued)
Ftop use and aak & doctor i msh ooum, _
Masp out of maich of childrn. f swallowed, get medical help or corbact 8 Peisen Cortrel Profect the product in'this conainer from excessive heat and direst sun

Conter right away. Inactive ingredients Wsies, Dimethicone, Cetearyl Alcchd, Hydrogerated
Directions Polylsobutens, wu_ﬂﬁna_%_ PEG-40 Castor O, Folyglyceryl-# Isastearae,
gty et e e
. iberally 15 mincbss befors sun eposure oeopheryl Acetats, - mathicons, Xylitel, Polyeorbete 80,
. uuh_ “ witer __.__a__:; auracreen if iﬂa or swaating Esuawﬁ_._u__ Blutyl ﬁu Glyeal, Tribehenin, Sadium Diehy drcacetats, Sadium
' ﬂ.ﬁ.ﬂh__zn avary 2 hours yﬁ:aﬂz_p_EE Camegliia Sinensls Loaf Extract, Copper Gluconate, Carbomer,
. on Massures. Spanding tine in the sun ingreases your risk of skin e, Hydrogenetad Giive Oil, Buyrosparmum Parkil (Shea) Butter, Aminomethyl
cancar and sarly skin aging. To decrasss this fgk, i__Ew US4 3 sunsorsan with a Broad Propanal, Tetrasodium EOTA, Magnesium Aluminum Silioats, Sodium Ascorbate,
Spectrum EPF valua of 15 or higher and other an protection meastred including: Dipotassium Gloyrhizts, May Contalrs Irom Osices, Copper Powder, Tianium Dioside,

Drug Facts (continued)
Other informaifon

« limit timain the &n  sspecially from 10 am. -2 pm.
» woar long- degved shirts Eh hatg, and Ei_.__s. (uestions or comments?
« (hildran under 8 _.Ba_.aownﬂu & doctar Call 1=888-837-2407, M = F Sam = 5pm (2T,




PRINCIPAL DISPLAY PANEL - 50 mL Tube Carton - Golden Radiance
laura mercier

TINTED MOISTURIZER
ILLUMINATING
BROAD SPECTRUM

SPF 20 SUNSCREEN

50 mL /1.7 FL. OZ. LIQ. US



Drug Faets (continuad)
Warnings

For ecternal uss only,
Donot usson damaged or brokan skin,

Whan using this proclust kssp out of syss, Rirgs with waber to remove. v

Drug Facts

Hm-_.__uo_.a .g#“_.t__m“__._ﬁu {7.5%) jnr__._...._____"_m%___.g_-_

Uses  « haips pravant wriburn
o |f uaed s directed with oher sun probection meaaurss (ses Dirvetions), deceaass the
rih of skin cancar and sarly skin aging caused by the sun. S

Drug Facts (continued)
Btop e and ask & doster  rash ooours.
Kewp out of resch of children. I syaliowsd, pet medical help or contacta Paison Control Frmtest the pradustin this container from excessive heat and direst sun.

Ganter right awey. Imactive ingrodionts Weter, Dimehiicons, Moa, Ceteery Aloohal, Hegena ed
Dirsctions Polisobutens, Xyltylgluoasids, PEG-40 Castor Ol Polyglyoaryl-4 lsostoarate,
» For minecreen uss: Oy s nagkum Catyl Phoephete, j_ Lawmis, éﬁn.#ﬂuﬁ |
» apply libarally 15 minutes befom sun exposure Acetate, Catyl PEG/PPG-10/1 Dimathicone, Xyliol, Poysorbate B0, Phena el
« 1138 & waler eaistant suracnaen [f swinming or aweating Butylens |, Tribehenin, Sodium Dehydroacetats, Sodium Hyaluronats, Allantaln,
. y o [sast every 2hours Camellia Sinengle Leaf Brtract, Copper Eluconate, Carbomer, u_mdnn.ﬁn_ Qlive
+ §un Protection Meaaures. Epanding fima in the sun incrasses your risk of kin Oil, Buyrasparmum Perkd | (Shas) Butter, Aminomatyl Propanal, Terasodium EDTA,
cancar and sary __Ej_s_w decmass this ik, regulary use A sunscmen with & Brosd Magnasium Alumhum Silioate, S dium Asoorbate, Dipotassium Gloyrrhizate, Tin Oxide.
et mSPF valua of 15 2._:1,.;_5 ather sun mesures ngluding: May Contain: Tienium Dicxide, Imn Oxides,
o firnit time Inthe sun, especially from 10 a.m. =2pm,
» yor long-sineved shirts, pants, hals, and sunglassas Questions or commenis?
o Childran under & monthe of age: Ask & dootar Call 1-888-837-2437, M = F Dam - Som CET,

Drug Facts (continued)
Other information

2
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PRINCIPAL DISPLAY PANEL - 50 mL Tube Carton - Warm Radiance
laura mercier

TINTED MOISTURIZER
ILLUMINATING
BROAD SPECTRUM

SPF 20 SUNSCREEN

50 mL /1.7 FL. OZ. LIQ. US
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Drug Facts (continusd)
War nings

For ecternal uss only,

Do nat ues on damaged or broken skin.

Whan using this procust kssp out of sysa., Rirgs with waber 1o remoye, ¥

Drug Facts

Active ingradients Purpose
Avobenzre (2.0%), Octinexate (7.5%) Bunaoraan
Uses  » helps prevent sunburn

« if used aa directed with other sun protection measures (see Dimebions), demeases e
risk of akin cancer and sarly sdn aging caused by the sun, >

Drug Facts (continued)
Stop useand ask 8 dootor  rash s, Other information
Kaep ot of resch of chikiran. If swallowsd, gt medical el or contact8 Poisen Conre Protectthe prductin this containerfrom excesshe heat and direct sun.

Canter right away. Inactive in t8 Water, Dimeth Catsaryl Alcchol, ed
Direclions Poly scbutens, Xyl n_cin_mvmnmﬁuﬁ_aﬁafshﬁ&ﬂs

Drug Facts continuad)

« For s nacressn use: Cyolopaniasikoans, lum Cotyl Phogphats, _El._pgumuw._ﬂ_#a ol
. [ierally 15 mirubes befor aun supoaure Acetate, Catyl PEG/PPG-10/1 Dimethicons, Xylitol, Polyscrbate B0, Phercoyetanal,
. ﬁ“ Ea____r_ns_.. surcreen f !_qﬁnﬂ__ﬁna Butyene Wa_ |, Tribehenin, Sadum Deh ﬂnuu_ jum Hyalurorate, Allantoin,
. ;ﬁ__._-n |oast avary 2 hours Camallia Sinensls Loaf Extract, Copper (lucanats, Carbomer, Hydrogenated Oilve

. ction Meaaures, Spanding time in the sun inomases your risk of skin Oif, Butyrosparmum Perkd | (Shag) Butter, Aminomathyl Propanl, Terasodium EDTA,
cancar and sary __E_j_a..u decmass thiy ik, regulark use & sunscmen with & Brosd Magnasium Alumium Siliaate, S dium Ascorbats, Dipotassium Ghoyrrhizate, Tin Oxide,
Spactrum GFF valus of 15 or higher and cther sun on measLred includng: May Contair Titanium Dicxide, Imn Oxides.

# [imit §ma in the sun, aepecilly from 10a.m. =2pm.
« v ong-baeed hith penth s, nd aingoes Questions or comments?
« Ghildren under 8 manths of age: Ask & doctor Call 1-808-837-2437, M - F 9am = Spm CET,




PRINCIPAL DISPLAY PANEL - 50 mL Tube Carton - Natural Radiance
laura mercier

TINTED MOISTURIZER
ILLUMINATING
BROAD SPECTRUM

SPF 20 SUNSCREEN

50 mL /1.7 FL. OZ. LIQ. US
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Drug Facts Drug Facts (continued)

Active in ts Purpose Warnings
Arcberzone [2.0%), Octinoats (7.5%) Sunsreen For sxternal use only,
Uses  » halps prevent sunbum Do not use on damaged or braken skin,
o if Leved g directed with other sun protesction maasures (see Dimetions), decraasss the
risk of sn cancer and sary skin aging caussd by the n__u:_ [l When using this product leep ot of ayes. ines wih vater b mmows, v

Drug Facis (continuad)
Btop uee and aek & doetor if rash nooure

Koap out of reach of children. I swalowed, gat madical halp or conact & Potson Contml
Cantar right away,

Directions
« For suneoreen use:
& apply liberaly 15 minutes bafors sun sxposum
# L8 & wabsr redistant suraaresn if swimming or sweating

. _!wn,_ ot [east every 2 hours
+ Bun Pratection Measures. Epending time in the sun increasas your fsk of sk
cancar and sarly W_fnq_a..a o craasa this risk, reguirly uss & sunscneen with & Broad

s

Drug Faets (continusd)

Dther infor mation
Profect the product in this container from excassve haat and dirsctsun,

Inactive odisnts Wer, Dimeticone, Mica, Co Aleohd, erted
gigzg Ipluacaide, E,h:a Eﬁﬂn___ﬂs_ﬂqz E,__H__H_

ciopentasikoans, Potsium Celyl P Laurate, ol Tt [
Fuﬁ..gummaa._g: ﬂ.:ﬁﬂﬁgﬁi_ “u.#_ sr@mﬁ.ﬂ_
Butylene Glyoal, Tribehenin, Sodium Dehydroacetats, Sadium ﬁ._ Allantain,

Camellia Binere s Leaf Extract, Copper Gluconate, Carbomer, Hydrogerated Olive
Qil, Butyraspermurm Parki (Shea) . Aminomethy Propend, dum EDTA,

nasium Aluminum Silicate, Sodiym Asoorbate, Di jum rrhitzate, Tin Oxida,
5 or highar and other sun protection massy &S insluding: = A e

mm_ﬁ__a SPFva 1 Mey Cortein: Titanium Dicdde, Iron Oiddes,
o [imit tirme in the sun, sspecially from 10 am, = 2 pm,

» waar long -deeved shirts, pants, hats, and sunglasses Questions or comments?
.E_a_.::a&mag%ssef—sna Call 1-888-837-2437, M = F Bam = 5pm (8T,




PRINCIPAL DISPLAY PANEL - 50 mL Tube Carton - Bare Radiance
laura mercier

TINTED MOISTURIZER
ILLUMINATING
BROAD SPECTRUM

SPF 20 SUNSCREEN

50 mL /1.7 FL. OZ. LIQ. US
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Drug Facts Drug Facts (continued)

Active in Purpose Warnings

Avobargons (2.0%), Octino:ate (7.5%) Bun ecraan For xternal use only,

mﬂ!& -H__,“_Eﬁsﬂ___jﬁwca i i ——— Do not use on damaged of broken skin,

] I

sk sAn capeer nd ___UE i .ﬁ.z sn,ﬁ_,_.ﬁ..ﬁ_. - » ] When using this product loeep it of eyea. Finse with water to move, -

Drug Facts (continusd) Drug Facts (continued)

Btop uoe and ask & doctorif rash ooours Other information

Newp out af reach of children, |f swalowsd, pst medical help or contact & Poison Cortrl Prafect the product in this canta her from excasshe heat and directsun.

Canter fght W . Inactive £8 Watse, Dimethicons, Mica, Ceteary) AkoPol, Hydrogerated
Directions Palyisobutens, Xyitylglugoside, PEG-40 Casior Oil, Palyglyosryl=4 Isostearats,

o For gunscreen usa:

E!__._ ____an_ws,.&_ Enu_.___ _n_____
ﬁﬂﬁ_ PEG/PPG-10A1 _”“w__._qs_ﬂn_.._a_ 3___.__“%___5 .guﬁqmﬁs #W%___._-m_

' [itearally 15 mirutes bafors sun e o
T s BuYylens Giyed, Tbeherin, Sodiim Dehydroaceta'e, Sodum ..ﬁ”sﬁ_sa;
roge

# (38 & wiaber resistant suraoreen if swimming or aweating
# rapply atleast avary 2 hours
-E;tsi—.ﬁ; Spanding time in the sun incresses your fisk of skh

Camllia Sinonais Leaf Extract, Copper Gluconate, Carbomer, nated Olive

Qil, Butyraspermum Parkdi (Shea) . Aminomathyl Propancl dum EDTA,
cancer andsarly skin 4_3..3 daoraass this risk, _3:!*_ U4 & sunaoreen with & Broad Magnasium Aluminum Silicats, Sodium Asoorbate, Dipotassium Glyoyrrhizats, Tin Oxide.
Spactrum SPF valus of 15 or highr and other sum protedion measums induding:

__.=_:___= _-_w:.._ n :znﬁzznﬂﬁzsui_&__§ou_&._
._ _._._a_._-_.__._-nn_ _..___.___._._._.IP_.___
» woar long -dseved i, _E-___ hts, and sunglasses Questions or comments?

» Children undet 8 monthe of age: Aek a doctor Call +-884-637- 2437, M- F Gam - Spm (ST




LAURA MERCIER TINTED MOISTURIZER ILLUMINATING BROAD
SPECTRUM SPF 20 SUNSCREEN 5N1 BRONZE RADIANCE

avobenzone and octinoxate cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:58411-369

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX)
O CTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNIL4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
WATER (UNIE: 059 QFOKOOR)
DIMETHICO NE (UNI: 92RU3N3Y10)
MICA (UNI: V8 AIAW0880)
CETOSTEARYL ALCOHOL (UNI: 2DMT128 M1S)
HYDRO GENATED POLYBUTENE (1300 MW) (UNI: 7D1YQ9 YSEZ)
XYLITYLGLUCO SIDE (UNI:: O0IEZ16 6 FB)
PEG-40 CASTOR OIL (UNIL: 4ERD20 76 EF)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820 DPX3357)
POTASSIUM CETYL PHO SPHATE (UNIL: 03KCY6P7UT)
HEXYL LAURATE (UNI: 4CG9FIW01Q)
ANHYDRO XYLITOL (UNII: 8 XWR7NN42F)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
XYLITOL (UNI: VCQO06KQ1E)
POLYSORBATE 60 (UNI: CAL22UVI4M)
PHENO XYETHANOL (UNII: HIE492ZZ3T)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
TRIBEHENIN (UNIE: 80C9U7TQZ0)
SODIUM DEHYDRO ACETATE (UNII: 8 W46 YN9 71G)
HYALURONATE SO DIUM (UNI: YSE9 PPT4TH)
ALLANTOIN (UNIL: 3445277G0Z)
GREEN TEA LEAF (UNI: W2ZUIRY8B0)
COPPER GLUCONATE (UNIL: RV823G6G67)
HYDRO GENATED OLIVE OIL (UNI: 53839415GI)
SHEA BUTTER (UNIL: K49 155WL9Y)
AMINOMETHYLPROPANOL (UNI: LU49E6626Q)
EDETATE SODIUM (UNI: MP1J8420LU)

Basis of Strength Strength
AVOBENZONE 1000 mg in 50 mL
OCTINOXATE 3750 mg in 50 mL

Strength



MAGNESIUM ALUMINUM SILICATE (UNIl: 6 M3P64VONC)
SODIUM ASCORBATE (UNII: SO33EH8359)
GLYCYRRHIZINATE DIPO TASSIUM (UNII: CA2YOFE3FX)
STANNIC OXIDE (UNII: KM7N50LOS6)

TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)

FERROUS OXIDE (UNI: G7036 X8 B5H)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58411-369-60 1in 1 CARTON 11/29/2010

1 50 mL in 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part352 11/29/2010

LAURA MERCIER TINTED MOISTURIZER ILLUMINATING BROAD
SPECTRUM SPF 20 SUNSCREEN 4N1 GOLDEN RADIANCE

avobenzone and octinoxate cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:58411-370

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 1000 mg in 50 mL
O CTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNIL4Y5P7MUDS1) OCTINOXATE 3750 mg in 50 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 059QF0KOOR)

DIMETHICONE (UNIL: 92RU3N3Y10)

MICA (UNI: VBA1AW0880)

CETOSTEARYL ALCOHOL (UNII: 2DMT128 M1S)

HYDRO GENATED POLYBUTENE (1300 MW) (UNIl: 7D1YQ9Y5EZ)
XYLITYLGLUCOSIDE (UNI: O0IEZ166FB)

PEG-40 CASTOR OIL (UNIL: 4ERD2076 EF)

POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)
POTASSIUM CETYL PHO SPHATE (UNIL: 03KCY6P7UT)

HEXYL LAURATE (UNIl: 4CG9F9W01Q)



ANHYDRO XYLITOL (UNII: 8 XWR7NN42F)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
XYLITOL (UNI: VCQO06KQ1E)

POLYSORBATE 60 (UNI: CAL22UVI4M)

PHENO XYETHANOL (UNII: HIE492ZZ3T)

BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

TRIBEHENIN (UNII: 80C9U7TQZ0)

SODIUM DEHYDROACETATE (UNII: 8W46 YN971G)
HYALURONATE SODIUM (UNII: YSE9PPT4TH)
ALLANTOIN (UNII: 344S277G0Z)

GREEN TEA LEAF (UNIl: W2ZU1RY8BO)

COPPER GLUCONATE (UNII: RV823G6G67)

HYDRO GENATED OLIVE OIL (UNIE: 53839415GI)

SHEA BUTTER (UNII: K49 155WL9Y)
AMINOMETHYLPROPANOL (UNI: LU49E6626Q)
EDETATE SODIUM (UNI: MP1J8420LU)

MAGNESIUM ALUMINUM SILICATE (UNIl: 6 M3P64VONC)
SODIUM ASCORBATE (UNII: SO33EH8359)
GLYCYRRHIZINATE DIPO TASSIUM (UNIL: CA2YO0FE3FX)
STANNIC O XIDE (UNII: KM7N50LOS6)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

FERROUS OXIDE (UNI: G7036 X8 B5H)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58411-370-60 1in 1 CARTON 11/29/2010

1 50 mL in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part352 11/29/2010

LAURA MERCIER TINTED MOISTURIZER ILLUMINATING BROAD
SPECTRUM SPF 20 SUNSCREEN 3N1 WARM RADIANCE

avobenzone and octinoxate cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:58411-371

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 1000 mg in 50 mL



OCTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNI:4Y5P7MUDS1) OCTINOXATE 3750 mg in 50 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIL: 059QFOKOOR)
DIMETHICO NE (UNIE: 92RU3N3Y10)
MICA (UNII: VBA1AW0880)
CETOSTEARYL ALCOHOL (UNI: 2DMT128 M1S)
HYDRO GENATED POLYBUTENE (1300 MW) (UNI: 7D1YQ9Y5EZ)
XYLITYLGLUCOSIDE (UNI: O0IEZ166FB)
PEG-40 CASTOR OIL (UNI: 4ERD20 76 EF)
POLYGLYCERYL-4 ISOSTEARATE (UNIE: 820 DPX33S7)
POTASSIUM CETYL PHO SPHATE (UNIE: 03KCY6P7UT)
HEXYL LAURATE (UNI: 4CG9FIW01Q)
ANHYDRO XYLITOL (UNII: 8 XWR7NN42F)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
XYLITOL (UNI: VCQO06KQ1E)
POLYSORBATE 60 (UNI: CAL22UVI4M)
PHENO XYETHANOL (UNIL: HIE492Z73T)
BUTYLENE GLYCOL (UNI: 3XUS85K0RA)
TRIBEHENIN (UNI: 80C9U7TQZ0)
SODIUM DEHYDROACETATE (UNI: 8 W46 YN971G)
HYALURONATE SODIUM (UNIL: YSE9PPT4TH)
ALLANTOIN (UNIE: 344S277G0Z)
GREEN TEA LEAF (UNI: W2ZU1RY8B0)
COPPER GLUCONATE (UNI: RV823G6G67)
HYDRO GENATED OLIVE OIL (UNIL: 53839415GI)
SHEA BUTTER (UNI: K49 155WL9Y)
AMINOMETHYLPROPANOL (UNI: LU49E6626Q)
EDETATE SO DIUM (UNI: MP1J8420LU)
MAGNESIUM ALUMINUM SILICATE (UNI: 6 M3P64VONC)
SODIUM ASCORBATE (UNII: SO33EH8359)
GLYCYRRHIZINATE DIPO TASSIUM (UNIL: CA2YOFE3FX)
STANNIC O XIDE (UNI: KM7N50LOS6)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)
FERROUS OXIDE (UNII: G7036 X8 B5H)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58411-371-60 1in 1 CARTON 11/29/2010

1 50 mL in 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part352 11/29/2010



LAURA MERCIER TINTED MOISTURIZER ILLUMINATING BROAD
SPECTRUM SPF 20 SUNSCREEN 2N1 NATURAL RADIANCE

avobenzone and octinoxate cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:58411-372

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX)
O CTINO XATE (UNI: 4Y5P7MUD51) (OCTINOXATE - UNIE4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
WATER (UNIE: 059 QFOKOOR)
DIMETHICO NE (UNIE: 92RU3N3Y10)
MICA (UNI: V8 AIAW0880)
CETOSTEARYL ALCOHOL (UNI: 2DMT128 M1S)
HYDRO GENATED POLYBUTENE (1300 MW) (UNI: 7D1YQ9 Y5EZ)
XYLITYLGLUCOSIDE (UNIE: O0IEZ16 6 FB)
PEG-40 CASTOR OIL (UNIL: 4ERD20 76 EF)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820 DPX3357)
POTASSIUM CETYL PHO SPHATE (UNI: 03KCY6P7UT)
HEXYL LAURATE (UNI: 4CG9FIW01Q)
ANHYDRO XYLITOL (UNII: 8 XWR7NN42F)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
XYLITOL (UNI: VCQO06KQ1E)
POLYSORBATE 60 (UNIE: CAL22UVI4M)
PHENO XYETHANOL (UNII: HIE492ZZ3T)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
TRIBEHENIN (UNIE: 80C9U7TQZ0)
SODIUM DEHYDRO ACETATE (UNIL: 8 W46 YN9 71G)
HYALURONATE SODIUM (UNI: YSE9PPT4TH)
ALLANTOIN (UNIL: 3445277G0Z)
GREEN TEA LEAF (UNI: W2ZU1RY8B0)
COPPER GLUCONATE (UNI: RV823G6G67)
HYDRO GENATED OLIVE OIL (UNIE: 53839415GI)
SHEA BUTTER (UNIL: K49 155WL9Y)
AMINOMETHYLPROPANOL (UNI: LU49E6626Q)
EDETATE SODIUM (UNIL: MP1J8420LU)
MAGNESIUM ALUMINUM SILICATE (UNII: 6 M3P64V0NC)
SODIUM ASCORBATE (UNII: S033EH8359)
GLYCYRRHIZINATE DIPO TASSIUM (UNI:: CA2Y0FE3FX)
STANNIC O XIDE (UNII: KM7N50LOS6)

Basis of Strength Strength
AVOBENZONE 1000 mg in 50 mL
OCTINOXATE 3750 mg in 50 mL

Strength



TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)
FERRO US OXIDE (UNII: G7036 X8 B5H)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58411-372-60 1in 1 CARTON 07/10/2015

1 50 mL in 1 TUBE; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part352 07/10/2015

LAURA MERCIER TINTED MOISTURIZER ILLUMINATING BROAD
SPECTRUM SPF 20 SUNSCREEN 1N1 BARE RADIANCE

avobenzone and octinoxate cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:58411-373

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 1000 mg in 50 mL
OCTINOXATE (UNI: 4Y5P7MUDS1) (OCTINOXATE - UNIL4Y5P7MUDS1) OCTINOXATE 3750 mg in 50 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIE: 059 QFOKOOR)
DIMETHICO NE (UNIE: 92RU3N3Y10)

MICA (UNIL: VB AIAW0880)

CETOSTEARYL ALCOHOL (UNI: 2DMT128 M1S)
HYDRO GENATED POLYBUTENE (1300 MW) (UNI: 7D1YQ9Y5EZ)
XYLITYLGLUCOSIDE (UNI: O0IEZ166FB)

PEG-40 CASTOR OIL (UNI: 4ERD20 76 EF)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820 DPX33S7)
POTASSIUM CETYL PHO SPHATE (UNIL: 03KCY6P7UT)
HEXYL LAURATE (UNI: 4CG9FIW01Q)

ANHYDRO XYLITOL (UNIL: 8 XWR7NN42F)

.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
XYLITOL (UNI: VCQO006KQ1E)

POLYSORBATE 60 (UNI: CAL22UV4M)

PHENO XYETHANOL (UNII: HIE492ZZ3T)



BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

TRIBEHENIN (UNII: 80C9U7TQZ0)

SODIUM DEHYDRO ACETATE (UNII: 8W46 YN971G)
HYALURONATE SODIUM (UNII: YSE9PPT4TH)
ALLANTOIN (UNIL: 344S277G0Z)

GREEN TEA LEAF (UNIl: W2ZU1RY8BO0)

COPPER GLUCONATE (UNIL: RV823G6G67)

HYDRO GENATED OLIVE OIL (UNIE: 53839415GI)

SHEA BUTTER (UNII: K49155WL9Y)
AMINOMETHYLPROPANOL (UNII: LU49E6626Q)
EDETATE SODIUM (UNIL: MP1J8420LU)

MAGNESIUM ALUMINUM SILICATE (UNIl: 6 M3P64VONC)
SODIUM ASCORBATE (UNII: SO33EH8359)
GLYCYRRHIZINATE DIPO TASSIUM (UNII: CA2YOFE3FX)
STANNIC O XIDE (UNII: KM7N50LOS6)

TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)

FERROUS OXIDE (UNII: G7036 X8 B5H)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58411-373-60 1in 1 CARTON 11/29/2010

1 50 mL in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part352 11/29/2010

Labeler - raura Mercier Cosmetics (193691821)

Revised: 12/2017 Laura Mercier Cosmetics
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