LONG LAST MAKEUP 00- octinoxate cream
LONG LAST MAKEUP 01- octinoxate cream
LONG LAST MAKEUP 05- octinoxate cream
LONG LAST MAKEUP 03- octinoxate cream
Janssen Cosmetics GmbH

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.

Long Last Makeup
Drug Facts:

Active Ingredient: Ethylhexyl methoxycinnamate . ......... 6% Purpose: Sunscreen

Inactive Ingredient

Aqua [water], isohexadecane, cyclopentasiloxane, butylene glycol, tricaprylin, cetyl PEG/PPG-10/1
dimethicone, silica, cyclohexasiloxane, saccharide isomerate, dicaprylyl carbonate, polyglyceryl-
4,isostearate, panthenol, lauroyl lysine, hydrogenated castor oil, disteardimonium hectorite, lecithin,
ascorbyl palmitate, BHT, tocopherol, sodium chloride, cera microcristallina [microcrystalline wax],
disodium EDT A, propylene carbonate, citric acid, parfum [fragrance], benzyl salicylate,
hydroxyisohexyl 3-cyclohexene carboxaldehyde, hydroxycitronellal, limonene, alpha-isomethyl
ionone, coumarin, linalool, phenoxyethanol, methylparaben, ethylparaben, propylparaben, butylparaben,
isobutylparaben, CI 77 891 [titanium dioxide], CI 77 491 [iron oxides], CI 77 492 [iron oxides], CI 77
499 [iron oxides]

Ask Doctor Section

Discontinue use if signs of irritation or rash appear. If irritation or rash persists, consult a doctor

Purpose of Use
For external use only. Not to be swallowed. Avoid contact with the eyes. If contact occurs, rinse eyes
thoroughly with water

Keep out of reach

Keep out of reach of children

Long Last Make UP 00 30ml bottle - 8300

Falischachtel Spender Megaplast Mirco 20ml VK - #2 £20
Cruck: 2-farbi; Pantone 22207 Pantone 424

150.50 mm
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216.60 mm

Aotive  Inagmclientz:  ethyhexyl
mehoxycinnamats 50
horedienis: Aqua feader]. isohe-
xndecane, oychpentasioans, bu-
?bnn kol ricapryin, ceyd PEG/
dimeticone, slica, cych-
huxnnhxunu saccharnds s meme,
dicaprylyl arbonaie, pokghcerykd.
isoskaroe, punﬁnnulplnum' Ilysine,
hydmgenaed cosor oil, disward-
monum heciorie, beithin, asom byl
malmitat. EHT, oce phem|, sadum
chhiride, ceram icro cristalina |:m-
alin v wax ] disodium EDT
;Fnu cartbonate, cilric acid, Fnrhm
T' grance] benzyl l:ic;lbu. hydro-
x,l:uha:all J-celohexene carboxak
dehyde hydroxzcivonelbl, imonene,
alpha-igomehyl ionone, coumari,
Iinak ol, phenoxyhanol, mehylpa
mben, Ml::.ip:ragn propyiparoben,
hnﬂ:urubn Eobut, l:nrul:-n cl
Hanium dluxﬂu C 17T 451
El'm axiles], CITT 432 fron oxides],
7 499 fron oxid ex]

‘Wi rning: For extrnal use onk,
Avoid conbet wit eyse. Digconiinus
useilsign solrash o rrdako nappsas
Does notreplace the uss ol sun
oduck n case of sun exposire
I:up out of reach of chidren.
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Use: Male up wih LW
Protection
Directions: App v evenk anic
cleamsed skin, ideally on 1op
of aday cream

Matnrlich wirlendes Make-
Up mit L Schutz far jden
Hauttyp.

Mach der Tagespfiege aultra-
gaen un:lgla:ﬁaﬂngvanala'l

Fond da taint natumel avec
protaction U pour chaque
hepe e peau.

Applgez par-dess1E B créme
de jour et slaker unilormamean .

Make up dal color nate mle
-:..nnJ:-rculeznue LW partutti i
tipi

F-pplt:anachpn MNeuab crema
da giormo.

MAKE UP

Long Lasting
Make Up
SPF 10

Fond de Teint

Lo

HET 1.0 FL.0Z. 30ml

Maquillaj d= as pacto natu-
ml con protaccion LY pars
loclcs los tipos de piel.
Aplcar deepusE g2 la crema
da da y detrbur uniorme-
=

Crofmmh TOManLImIE npem
© Msaynroi 12 g omex
THIO B EOE .

Homca wrh prnicess Pk chiss
A0 A PG BHENT PR,

Matuurlijle  make-up met
- bascharmming voor alke
huicty pen,

#Aan te benganop san Bage
dage Bme en el n.
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Long Lasting Makeup 01 30ml pump bottle -8301

Faltschachtal Spender Mogaplast Mirco 20ml VK - #2 220
Cruck: 2-farbi; Pantone 22207 Pantone 424



EJANSSEN

COSMECEUTICAL

Aotive  Inagmclientz:  ethyhexyl
mehoxycinnamats 50
horedienis: Aqua feader]. isohe-
xndecane, oychpentasioans, bu-
anu kol ricoprying, ceyd PEG/
PG-10/1 dimethicons, sdica, cych-
hexoskxone, sacchands i memie,
dicapriyl arbonak, pokghceryh-4,
isostearaie, panhenol, louroyl lsine
hydmgenaied castor oil, disbard
monum hectore, kcithin, ascoo byl
paimilats. BHT, tcopheml, sad um
chhride, ceram icro cristaling jmicro-
erystalin e wax] disodium EDTA, pro-
rnu cartbonate, cilric ocid, parm
T' grance] benzyl sakcybe, hydro-
syigohexyl I-ciclohexens carboxal
dshyde hydromcivonelbl imonene,

Use: Male up wih LW
Protestion
Directions: App v evenk anic
clearsad skin, ideally on lop
of aday cream

Matarlich wirlendes Make-
Up mit LY Schutz far jeden
Hauttyp.

Mach der Tagespfiege aultra-
gen.und glethrra Bigwersilen.

Fond da teint naturel avec
protaction U pour chaque
hepe e peau.

Maquillaje de as pacto natu-
|l con potaccion LY pam
loclcs los tipos de piel.
Aplcar deepusEs g2 la crema
da da y detrbur uniorme-
mente

CHOAKER TOIRNLIBIE HpCM
€ Ylsawnron 13 gm pex
THIO B EOE .

Hate W Th anincess Pk CHicss
A0 A PG BHENT PR,

Matuurlijle  make-up met
- bascharming voor alke

216.60 mm

alpha-isometyl isnone, coumarn, | ApplhEr par-dessE B odme huiclty pen.
Iinaks ol, 1[::hurm:cEﬂmml. methylpz de jour et slake unibrmamen. #Aan te benganop e=n Bage
mHEnE b A, piopy Hetein gz Bme en wardsen.
™ ﬁ'ﬁmm'},',m';i,';dfrc"r,—?'m Make up dal color nate @k Leng Lasting
on oxites], CITT 492 fron oxides], c.nnrJarnlez'nua UY per tutti i Make Up HRRSnREAe SIS
177 499 fran oxid x] tipici palk. SPF A0 SfHETE. B RTRN.
Apploarsdopo MiEwak crama 7 o B B LR =

‘Wi rning: For extrnal use onk,
Avoid conbet wit eyse. Digconiinus
useilsign solrash o rrdako nappsas
Does notreplace the uss ol sun

oduck n case of sun exposire
IEl'.ulp oul of reach of chidren.

da giormo. Fond de Teint
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Long Lasting Makeup 03 -30ml pump bottle -8303

Faltschachtal Spender Megaplast Mirco 20ml VK - &5 S320
Druck: 2-farbig; Pantone 29207 Pantone 4341
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216.60 mm

Fotive  Inamclientz:  ethyhexyl
mehoxycinnamates 50
horedienis: Aqua feader]. isohe-
xndecane, oychpentasioans, bu-
anu kol ricoprying, ceyd PEG/
dimethicons, slica, cych-
hexasibnane, saccharide ismemt
dicaprylyl arbonaie, pokghcenkd,
isostarai, panhenol. lauoyl lsine
hidmgenaied coswor ol diseard-
manum hecore  lkcithin, asco byl
palmitat BHT, bcnl:lwml, sodum
chhride, comm icro cristaling jmicro-
erystlins wax] disodium EDTA, pro-
ne carbonat, citic acid, par bm
gr:m:u[] Ilai:yht hydro-
x,l:oha uhumnn carboxak
dehyde | ydm l:mmulhl kmonene,
alpha-igomehyl ionone, coumari,
Iinak ol, phenoxyhanol, mehylpa
mhnn.aﬁ:ﬁpﬂragn propyiparoben,
hnﬂ:urubn Eobu l:nrul:-n. cl
w franium dluxﬂu] CITT 451
En" oxid es], CITT 432 jron oxides],
177 499 fron oxid o]

Wiarning: For exiernal uss onk.
Avid contict with eyes. Disconfinus
uge iisign gairagho rirtod nappsams .
Ooes noireplace the use of sun
oducks n case ol sun exposire
E“p oul of reach of chidren.
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Use: Make up wih UV
Protestion
Diractions: App ly evenk o
clearead skin, deally on lop
of aday cream

Matirlich wirkendes Make-
Up mit Y Schutz far jden
Hauttyp.

Mach der Tagespfiege aultra-
gen und glet hrra Big varteilen.

Fond da teint natuml avec
pretaction UV pour chaque
bypa s pea.

Applges par-dess1E B créme
de jour et stk unilormamean .

Make up dal color natu ik
con pretezione UY par tatti |
Lipici pelia.

Applcare dopo [usuak crema
da giomo.

K:12755-1

HAKE UP

Long Lasting
Make Up
SPF10

Fond de Teint

HET 1.0 FL. O£, 30ml

Maquillaj ds as pacto natu-
ml con poteccion LY pam
toclee loe tipes de pial,
Aplcar deepusE dala crema
da da y detrbur uniorme-
mente

Crofirmh TOMRNLIEIE npem
© Vibsaynron 12 gm mex
THNOH KON

Hoamc wrh prnmcess Pk chiss
TN FJG BHENT KPR,

Matuurlijle  make-up  met
- bascharming voor alke
huictty pen.

Aan te bengenop e=n Bage
dagcemeen xerc?elen.
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Long Lasting Makeup 05 - 30ml pump bottle - 8305




Faltschachtel Spencder Megaplast Mirco 20ml VK - 2 220
Druck: 2-farbig; Pantone 89207 Pantone 421
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COSMECEUTICAL

216.60 mm

Fotive  Ingmclients: - ethyhexyl
mehoxycinnamals 6,0%
ngredients: Aqua jwater]. ische-
xndecane, cyckpentisicans, bu-
anu kol ricapryin, catd PEGS
dimethicons, slica, cych-
huxnnhxunu.iu::handu immemie,
dicapriyl arbonak, pokghceryh-4,
isostearaie, panhenol, louroyl lsine
hydmgenaied castor oil, disbard
monum hectore, kcithin, ascoo byl
palmitate. BHT. oco phem|, sod um
chhridn.:nmmi:m:nl'hlin: ioro-
rhlhum].di:odium EDTA, pro-
ne catbonat, cilric ocid, par bm
T?.lgr:ncu]. ben =yl sakcybe . hydro-
syigohexyl I-ciclohexens carboxal
dshyde hydromcivonelbl imonene,
alpho-isemehyl ionone, coumarin,
Iinaks ol, Ehunoxgﬁunul mnﬁﬂ:a—
mben, shimraben, popylparoben,
hnﬂ:nrubn sobutdparaben, Cl
W nium dluxldu CITT 481
on oxies], CIT7 432 fron oxides],
177 499 fron oxid o]

Wirning: For exiernal uss onk.
Avoid conbet with eyes. Discontinus
uge ilsign gafrash o rirftk nappsas
Doos noireplace the use ol sun
oduck n case of sun exposire
IEl'.ulp oul of reach of chidren.

WIaNRSEN
S5 Aachen » Garmmany

e, L. TR e S T s oo T
Macks inGsrmary = Ref: 8200

Usa: Make up wih W
Frotection

Directions: App kv evenk onio
clearsad skin, ideally on lop
of aday cream

Matarlich wirlendes Make-
Up mit LY Schutz far jeden
Hauttyp.

Mach der Tagespfiege aultra-
gen un:lglal:%?':ahg\'arlala'l

Fond da taint natuml avec
prtaction UV pour chaque
hepe e peau.

Applges par-des=1E b créme
de jour el ek uilrmamen.

Make up dal color nate @k
c.nnrJ:urnleznua LW perr tuttii
tipicli pell

Apploare dopo [usuak crema
da giormo.

K:12755-1

MAKE UP

Long Lasting
Make Up
SPF 10

Fond de Taint

HET 1.0 FL. 0, 30ml

Maquillje de as pecto natu-
@l con potaccion LY pam
teclcs los tipes da pial.
Aplcar deepusEs g2 la crema
da da y detrbur uniorme-
mente

CTOAKES TOIRNLIRIE HpCM
© ¥isayuron 12 gm mex
THIO B KO H.

Hocan i prnncsss piiksg chiss
A i P RHENT KRR,

Matuurlijle  make-up met
- bascharming voor alke
huiclty pen.

#Aan te benganop e=n Bage
dage Brme en vardsen.
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LONG LAST MAKEUP 00

octinoxate cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
OCTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNIL:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
WATER (UNIL: 059QF0KOOR)
ISOHEXADECANE (UNIL 918 X10UFI1E)
CYCLOMETHICONE 5 (UNII: 0THT5PCIOR)
BUTYLENE GLYCOL (UNII: 3XUS85K0RA)
TRICAPRYLIN (UNI: 6P92858988)
CETYL PEG/PPG-10/1 DIMETHICONE (HLB 1.5) (UNIl: V2W71V8TO0 X)
SILICON DIO XIDE (UNII: ETJ7Z6 XBU4)
CYCLOMETHICONE 6 (UNII: XHK3U310BA)
SACCHARIDE ISOMERATE (UNII: W8K377W981)
DICAPRYLYL CARBONATE (UNI: 609A3V1SUA)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)
PANTHENOL (UNI: WV9CM0O67Z)
LAUROYL LYSINE (UNIL: 113171Q70B)
HYDRO GENATED CASTOR OIL (UNI: ZF94AP8 MEY)
DISTEARYLDIMO NIUM CHLORIDE (UNII: OM9573ZX3X)
LECITHIN, SO YBEAN (UNIL: 1DI56 QDM62)
ASCORBYL PALMITATE (UNIl: QN83US2B0ON)
BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)
TOCOPHEROL (UNI: ROZB2556P8)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
EDETATE DISODIUM (UNII: 7FLD9 1C86K)
PROPYLENE CARBONATE (UNI: 8D08K3S51E)
CITRIC ACID MONOHYDRATE (UNII: 296 8 PHW8QP)
BENZYL SALICYLATE (UNI: WAO5MNK9TU)

HYDRO XYISOHEXYL 3-CYCLOHEXENE CARBO XALDEHYDE (UNI: QUE43B9Z72Q)

HYDRO XYCITRONELLAL (UNI: 8SQ0VA4YUR)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)
ISOMETHYL-.ALPHA.-IO NONE (UNII: 9 XP4LC555B)
COUMARIN (UNI: A4VZ22KIWT)

LINALOOL, (+)- (UNI: FAVNO44C09)

Basis of Strength
OCTINOXATE

NDC:24653-800

Strength
1.8 g in 30 mL

Strength



PHENO XYETHANOL (UNIL: HIE492ZZ3T)
METHYLPARABEN (UNII: A2I8C7HIST)
ETHYLPARABEN (UNII: 14255EXE39)
PROPYLPARABEN (UNIL: Z81X2SC10H)
BUTYLPARABEN (UNII: 3QPI1IU3FV8)
ISOBUTYLPARABEN (UNIL: 0QQJ25X58G)
TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)
FERRIC O XIDE RED (UNII: IKO9F3G675)
FERRIC OXIDE YELLOW (UNII: EX438 02MRT)
FERRO SOFERRIC O XIDE (UNII: XM0MS8 7F357)

Packaging

# Item Code
1 NDC:24653-800-02
1 NDC:24653-800-01

Package Description
1in 1 CARTON
30 mL in 1 BOTTLE, PUMP

Marketing Information

Marketing Category
OTC monograph not final part352

LONG LAST MAKEUP 01

octinoxate cream

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
OCTINO XATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNI:4Y5P7MUD51)

Inactive Ingredients
Ingredient Name
WATER (UNIE: 059 QFOKOOR)
ISOHEXADECANE (UNIE 9 18 X10 UFIE)
CYCLOMETHICONE 5 (UNIE: 0 THTSPCIOR)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
TRICAPRYLIN (UNI: 6P92858988)
CETYL PEG/PPG-10/1 DIMETHICONE (HLB 1.5) (UNI: V2W71V8T0X)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
CYCLOMETHICONE 6 (UNI: XHK3U310BA)

Marketing Start Date

Application Number or Monograph Citation

Item Code (Source)

Marketing End Date

Marketing Start Date Marketing End Date
10/05/2012

NDC:24653-801

Basis of Strength Strength
OCTINOXATE 1.8 g in 30 mL
Strength



SACCHARIDE ISOMERATE (UNI: W8 K377W981)
DICAPRYLYL CARBONATE (UNI: 609A3VISUA)
POLYGLYCERYL-4 ISOSTEARATE (UNII: 820 DPX33S7)
PANTHENOL (UNI: WV9CM0O672)

LAURO YL LYSINE (UNIE: 113171Q70B)

HYDRO GENATED CASTOR OIL (UNI: ZF94AP8MEY)
DISTEARYLDIMO NIUM CHL O RIDE (UNII: OM9573ZX3X)
LECITHIN, SO YBEAN (UNII: 1DI56 QDM62)

ASCORBYL PALMITATE (UNI: QN83US2B0N)
BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)
TOCOPHEROL (UNI: ROZB2556P8)

SODIUM CHL O RIDE (UNIL: 451W471Q8 X)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
EDETATE DISODIUM (UNIL: 7FLD9 1C86K)

PROPYLENE CARBONATE (UNII: 8D08K3S51E)

CITRIC ACID MONO HYDRATE (UNIE: 2968 PHW8 QP)
BENZYL SALICYLATE (UNI: WAO5MNK9TU)

HYDRO XYISOHEXYL 3-CYCLOHEXENE CARBO XALDEHYDE (UNI: QUE43B972Q)
HYDRO XYCITRONELLAL (UNI: 8SQ0VA4YUR)

LIMO NENE, (+)- (UNI: GFD7C86Q1W)
ISOMETHYL-.ALPHA.-IONONE (UNIL: 9 XP4LC555B)
COUMARIN (UNI: A4VZ22KIWT)

LINALOOL, (+)- (UNIE: FAVNO44C09)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)
METHYLPARABEN (UNIE: A218 C7HI9T)
ETHYLPARABEN (UNIL 14255EXE39)
PROPYLPARABEN (UNII: Z8IX2SC10H)
BUTYLPARABEN (UNII: 3QPI1U3FV8)
ISOBUTYLPARABEN (UNIL: 0QQJ25X58G)

TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

FERRIC O XIDE RED (UNII: 1K09F3G675)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)

FERRO SO FERRIC O XIDE (UNIL: XM0 M8 7F357)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:24653-801-02 1in 1 CARTON

1 NDC:24653-801-01 30 mL in 1 BOTTLE, PUMP

Marketing Information
Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 10/10/2008

LONG LAST MAKEUP 05

octinoxate cream



Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:24653-802

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
OCTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNI:4Y5P7MUD51) OCTINOXATE 1.8 g in 30 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL: 059 QFOKOOR)
ISOHEXADECANE (UNIE: 918 X10 UFIE)
CYCLOMETHICONE 5 (UNI: 0 THT5PCIOR)

BUTYLENE GLYCOL (UNIE: 3XUS85K0RA)
TRICAPRYLIN (UNI: 6P92858988)

CETYL PEG/PPG-10/1 DIMETHICONE (HLB 1.5) (UNI: V2W71V8T0X)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
CYCLOMETHICONE 6 (UNII: XHK3U310BA)
SACCHARIDE ISOMERATE (UNI: W8K377W981)
DICAPRYLYL CARBONATE (UNI: 609 A3VISUA)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)
PANTHENOL (UNI: WV9CMO0O67Z)

LAURO YL LYSINE (UNIE: 113171Q70B)

HYDRO GENATED CASTOR OIL (UNI: ZF94AP8 MEY)
DISTEARYLDIMO NIUM CHL O RIDE (UNIE: OM9573ZX3X)
LECITHIN, SO YBEAN (UNII: 1DI56 QDM62)

ASCORBYL PALMITATE (UNI: QN83US2BON)
BUTYLATED HYDRO XYTOLUENE (UNIE: 1P9D0Z171K)
TO COPHEROL (UNIL: ROZB2556P8)

SODIUM CHLORIDE (UNII: 451W47IQ8X)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
EDETATE DISODIUM (UNIE: 7FLD9 1C8 6 K)

PROPYLENE CARBONATE (UNI: 8D08K3S51E)

CITRIC ACID MONOHYDRATE (UNII: 2968 PHW8 QP)
BENZYL SALICYLATE (UNI: WAO5MNK9TU)

HYDRO XYISOHEXYL 3-CYCLOHEXENE CARBO XALDEHYDE (UNI: QUE43B972Q)
HYDRO XYCITRONELLAL (UNI: 8SQ0VA4YUR)

LIMO NENE, (+)- (UNI: GFD7C86Q1W)
ISOMETHYL-.ALPHA.-IO NONE (UNII: 9 XP4LC555B)
COUMARIN (UNI: A4VZ22KIWT)

LINALOOL, (+)- (UNI: FAVNO44C09)

PHENO XYETHANOL (UNII: HIE492ZZ3T)
METHYLPARABEN (UNIE: A2I8 C7HI9T)
ETHYLPARABEN (UNI: 14255EXE39)
PROPYLPARABEN (UNIL: Z8IX2SC10H)
BUTYLPARABEN (UNI: 3QPI1U3FV8)



ISOBUTYLPARABEN (UNIL: 0QQJ25X58G)
TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)
FERRIC O XIDE RED (UNII: IKO9F3G675)
FERRIC OXIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XM0MS8 7F357)

Packaging

# Item Code
1 NDC:24653-802-02
1 NDC:24653-802-01

Package Description
1in 1 CARTON
30 mL in 1 BOTTLE, PUMP

Marketing Information

Marketing Category
OTC monograph not final part352

LONG LAST MAKEUP 03

octinoxate cream

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
OCTINO XATE (UNIL: 4Y5P7MUDS51) (OCTINOXATE - UNI:4Y5P7MUDS1)

Inactive Ingredients
Ingredient Name
WATER (UNIE: 059 QFOKOOR)
ISOHEXADECANE (UNIE 9 18 X10UFIE)
CYCLOMETHICONE 5 (UNIE: 0 THTSPCIOR)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
TRICAPRYLIN (UNI: 6P92858988)
CETYL PEG/PPG-10/1 DIMETHICONE (HLB 1.5) (UNII: V2W71V8T0X)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
CYCLOMETHICONE 6 (UNI: XHK3U310BA)
SACCHARIDE ISOMERATE (UNI: W8K377W981)
DICAPRYLYL CARBONATE (UNI: 609 A3VISUA)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820 DPX3357)
PANTHENOL (UNI: WV9CM0067Z)
LAURO YL LYSINE (UNIE: 113171Q70B)
HYDRO GENATED CASTOR OIL (UNI: ZF94AP8MEY)

Marketing Start Date

Application Number or Monograph Citation

Item Code (Source)

Marketing End Date

Marketing Start Date Marketing End Date
01/10/2012

NDC:24653-803

Basis of Strength Strength
OCTINOXATE 1.8 g in 30 mL
Strength



DISTEARYLDIMO NIUM CHL O RIDE (UNII: OM9573ZX3X)
LECITHIN, SO YBEAN (UNIL: 1DI56 QDMS62)

ASCORBYL PALMITATE (UNI: QN83US2B0N)
BUTYLATED HYDRO XYTO LUENE (UNIL: 1P9D0Z171K)
TOCOPHEROL (UNI: ROZB2556P8)

SODIUM CHL O RIDE (UNIL: 451W471Q8 X)

MICRO CRYSTALLINE WAX (UNIL: XOF597Q3KY)
EDETATE DISO DIUM (UNIL: 7FLD9 1C86K)
PROPYLENE CARBONATE (UNII: 8D08K3S51E)
CITRIC ACID MONOHYDRATE (UNIL: 2968 PHWS QP)
BENZYL SALICYLATE (UNI: WAO5MNK9TU)

HYDRO XYISOHEXYL 3-CYCLOHEXENE CARBO XALDEHYDE (UNI: QUE43B972Q)
HYDRO XYCITRONELLAL (UNI: 8SQ0VA4YUR)

LIMO NENE, (+)- (UNI: GFD7C86Q1W)
ISOMETHYL-.ALPHA.-IO NO NE (UNIE: 9 XP4LC555B)
COUMARIN (UNI: A4VZ22KIWT)

LINALOOL, (+)- (UNI: FAVNO44C09)

PHENO XYETHANOL (UNII: HIE492ZZ3T)
METHYLPARABEN (UNIL: A218C7HI9T)
ETHYLPARABEN (UNIL 14255EXE39)
PROPYLPARABEN (UNII: Z8IX2SC10H)
BUTYLPARABEN (UNII: 3QPI1U3FV8)
ISOBUTYLPARABEN (UNI: 0QQJ25X58G)

TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

FERRIC O XIDE RED (UNII: 1K09F3G675)

FERRIC O XIDE YELLO W (UNIE: EX438 02MRT)

FERRO SO FERRIC O XIDE (UNIL: XM0 M8 7F357)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:24653-803-02 1in 1 CARTON

1 NDC:24653-803-01 30 mL in 1 BOTTLE, PUMP

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 10/10/2008

Labeler - janssen Cosmetics GmbH (499187946)
Registrant - Janssen Cosmetics GmbH (499187946)

Establishment

Name Address ID/FEI Business Operations
Janssen Cosmecetics GmbH 499187946 manufacture(24653-800)



Dr. Sacher Kosmetik GmbH 341926681 api manufacture(24653-800)

Revised: 10/2012 Janssen Cosmetics GmbH
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