OPTIMAL TINTED COMPLEXION- ethylhexl methoxycinnamate 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.

Optimal Tinted Complexion Cream

Drug Facts

Active Ingredients: ethylhexyl methoxycinnamate 7.0% Purpose: Sunscreen

Inactive Ingredients

Inactive Ingredients: Aqua [water], caprylic/capric triglyceride, butylene glycol, dicaprylyl carbonate,
C12-15 alkyl benzoate, cetearyl

alcohol, methyl glucose sesquistearate, CI 77891 [titanium dioxide], glyceryl stearate, nylon-12,
saccharide isomerate, ascorbyl

palmitate, BHT, tocopherol, lauroyl lysine, lecithin, disodium EDTA, citric acid, parfum [fragrance],
hexyl cinnamal, hydroxyisohexyl 3-cyclohexene carboxaldehyde, butylphenyl methylpropional, alpha-
isomethylionone, benzyl salicylate, citronellol, linalool, limonene, benzyl benzoate, phenoxyethanol,
methylparaben, propylparaben,butylparaben, ethylparaben, isobutylparaben, CI 77 492 [iron oxides], CI
77 491 [iron oxides], CI 77 499 [iron oxides]

Warning Section

Avoid contact with eyes. Keep out of reach of children. For External use only. Does not replace the use
of sun products in care of sun exposure

Ask Doctor Section

Discontinue use and consult a doctor if signs of rash or irritation develops and persists

Direction:

Apply evenly onto cleansed skin in the morning. Ideal foundation for make-up

Principal Display



16

231

Inrenseite - Farb + Lackfrei halten
Inside = Non Print Area -
Lo
ol
U COSMECEUTICAL
Active Ingredients: ethylhexyl me- Tinted day protection cream DEMANDING SKIN Crema de dia con SPF y co-
thoxyginnarmate 6,99 % with SPF for demanding skin. PEAU EXIGEANTE lor para la pisl exigente. Deja
Ingredients: Aqua water, licicapric Leaves the complexon locking un cutis radiants y fresco. Con
higlycerids, butykne glycol, dicaprylyl fresh and youthful. With maisture ingredientss que retienen la hu-
carbonats, G12-15 alkyl benzoate, cetearyl retertion complex obtained from mecad extraidos de azucares
alcohol m‘eﬂ'lyi glucose s%quiste'arate, cl natural sugars. naturales.
77 891 Yﬂi‘lanium dicxic], glyoeryl stearste, Directions: Apply evenly onto Aplicar sobre |a piel limpia por
nylon-12, saccheride isémarats BSW cleansad skin in the moming. Idsal la mefiana. Ideal como base ds
itete e i foundeation for make-up. maquillaje.
palmitats, BHT, tocopherol, lauroyl lysine,
;:‘;mw%ﬂ EIEI‘:I":&“I“?‘“"’ parfu: mit LHeBHOM Kpem © AerkMM TOHW-
W S—cydo'hsmne carbmca’lda'hyda' butyl- LSF fir dle anspruchsvolle . pylowmm sddektom A1 3penoil [de)
iz Sorgt fiir einen frischen; = W cyxon Ko, [pugaeT  Koxe cu
mn"y;' r&m"&m@ﬁé gﬁgg{"ﬁgﬁ lichan Talt. Mit elnem Feuctiig- CBEMWIA, Cuatowui oTTeHok, C =
oo, Ivonene, benzyl benzcte, phe'nm(y- keftekomplex aus natlrichen Zu- ENarOYASRKMEARLLMM KOMMASKCIM
améml metinylparaben prap'wperaben ckam gewonnean. Ha OCHOEE HATYRAMEHBK Caxapos.
bu1y1pe.|aban sﬂtylparab'en isabutyipam: Morgens auf die gerelnlgte Haut Co cpeaHM HakTopom 3aLULms|
ben, 177 4892 limnuxides].l(:lﬂt!m ron auftragen. Ideals Make-up-Unter- HaHoome Ha  CuMLEHHYIO  KOMXY
s, 7749 o o . I e
Waming: For extsma[ uss only. h!m Grév_nedeiqurteiméeavecpm- 3
to be swallowed. Avoid contact with isction solaire FPS pour la peau : : Gatints an beschermende crime
the eyes. If contact ocours, rinse eyes exigeante. Procure un teint frais et Optimal Tinted met zonnefilter, voor de vealsi-
thoroughly with water. Discontinue use resplendissart de jeunesse. Con- Complexion C m sende huid. Laat de huid stralen
if signs of irritation or rash appear. If tisnt un complexe d'egents hydra- p real met een Trisse en jeugdige taint.
Imtation or rash peralsts, consult a doctor, tants & base de sucre natumel, SPF10 Bevat een complex van vocht-
Koep out of reach of children. ﬁliqg“azwlga meatin I;él:.l la psalg \kl’astlnoudancte Lrlljlg(r:di?gen op
n . Base |déale pour A ogs asls van natuuri{kae sulkers.
magulllegs. Créme Teintée ‘s Ochtends asnbrengen op de
& Eclat Optimal gersinigde huld. Ideale basls
Grema protetiiva da glomo cole- voor maka-up.
rata con SPF per pelll esigent.
JANSSEN Lascla una camaglone fresca e B H W, FEDTERAE R
WJANSSEN giovane. A base di conoentratn B, BTEREGELE,
idratante dervato da  zuccherd g;%ﬁmmggg&gﬁ
62005 Aachen » Germa naturali, .
www.'anssen-cosmatics.ggm Applicare sulla pella pulita del viso RACHRIT DL AT
) ¥
Made in Germany « Ref.: 012 :If’":‘gg"a Ideale come base per NETWT.1.70Z. 50m €
C9CE00gEFBO YO
o
(¥
—
(@]
—
12 a0 ar 40 b5

1635

Principal Display Product Tube




UJANSSEN

COSMECEUTICAL

DEMANDING SKIN
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Optimal Tinted
Complexion Cream
SPF 10
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Qetbnte Tagescreme mit LSE
Auf die gereinigte Haut aufiragen.

Tinted day cream with SPF.
Apply onta cleansed skin.
Créme de jour teintée avec
protection solake FPS.
Appliquez sur la peau blen nettoyée.
Creima colorata da glorno
con SPF.

Applicars dopo la detersions sulla
pelle del viso.

Crema de dia con color y 5PR
Aplicar sobre la piel impia.
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OPTIMAL TINTED COMPLEXION

ethylhex] methoxycinnamate cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:24653-011




Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
O CTINO XATE (UNIL: 4Y5P7MUDS51) (OCTINOXATE - UNI:4Y5P7MUDS1) OCTINOXATE 3.5¢g in 50 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIE: 059 QFOKOOR)

BUTYLENE GLYCOL (UNI: 3XUS85KO0RA)
DICAPRYLYL CARBONATE (UNI: 609A3VISUA)

C12-15 ALKYL BENZOATE (UNI: A9EJ3J6 1HQ)
CAPRYLIC/CAPRIC/LAURIC TRIGL YCERIDE (UNI: FJ1H6M2JG9)
CETOSTEARYL ALCOHOL (UNI: 2DMT128 M1S)
GLUCAMETACIN (UNIL: NIEXESEHAN)

GLYCERYL MO NOSTEARATE (UNIE: 230 0U9 XXE4)
NYLON-12 (UNIL: 446U8J075B)

SACCHARIDE ISOMERATE (UNI: W8K377W981)

LAURO YL LYSINE (UNIL: 113171Q70B)

EGG PHO SPHOLIPIDS (UNIL: 1274184RGV)

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

EDETATE DISODIUM (UNIE: 7FLD9 1C8 6K)

CITRIC ACID MONOHYDRATE (UNII: 2968 PHW8 QP)
.ALPHA.-HEXYLCINNAMALDEHYDE (UNII: 7X60370K2I)
HYDRO XYISOHEXYL 3-CYCLOHEXENE CARBO XALDEHYDE (UNI: QUE43B972Q)
BUTYLPHENYL METHYLPRO PIONAL (UNI: T7540GJV69)
ISOMETHYL-.ALPHA.-IONO NE (UNIE: 9 XP4LC555B)
BENZYL SALICYLATE (UNI: WAO5MNK9TU)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
LINALOOL, (+/-)- (UNI: D8 1Q Y613 8E)

BENZYL BENZOATE (UNI: N863NB338G)

PHENO XYETHANOL (UNII: HIE492ZZ3T)
METHYLPARABEN (UNIL: A218C7HI9T)
PROPYLPARABEN (UNIL: Z8IX2SC10H)
BUTYLPARABEN (UNI: 3QPI1U3FV8)

ETHYLPARABEN (UNII: 14255EXE39)
ISOBUTYLPARABEN (UNI: 0QQJ25X58G)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:24653-011-02 1in 1BOX

1 NDC:24653-011-01 50 mL in 1 TUBE



OTC monograph not final part352 09/20/2012

Janssen Cosmetics GmbH 499187946 manufacture(24653-011)

Revised: 9/2012 Janssen Cosmetics GmbH
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