BAUME PRODIGIEUX LEVRES 04 RED CHARISMATIC NUTRI-PROTECTING LIP CARE
SPF 15- octinoxate, avobenzone lips tick
LABORATOIRE NUXE

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 : OCTINOXATE (7.3%), AVOBENZONE (2.9%)

WARNINGS : Provides moderate protection against sunburn. Stop and ask a doctor if rash or irritation
develops and lasts.



3 264 680 003

SOIN NUTRI-PROTECTEUR
EFFET GLOSS - IP 15

Beurres de Mangue et Kanté Huiles
de Tournesol et d'Amandes Douces),
ge (Filtres Solaires
Vitamine E) et sublime [e
Nacres effet gloss). Les Sph res de
Comblement Végétales ||
- L

NUTRI-PROTECTING LIP CARE
GLOSS EFFECT - SPF 15
i-purpose n helps
Mango and Shea Butters, Sunﬂower
and Sweet Almond Oils), prot
PF 15 Sunscreens, Vitamin E)
autify lips (Gloss-Effect Pearly
Plgments, Bo(am(al Filling Spheres

Barley sugar flavor.

SCHUTZENDE
LIPPENAUFBAUPFLEGE
GLOSS-EFFEKT - LSF 15

VOEDENDE EN
BESCHERMENDE
LIPPENBALSEM
GLOSS-EFFECT - SPF 15

Deze multifunctionefe bals it

{(Mangoboter en Galamboter,

Zonnebloem- en Zoete Amandelolie),

(SPF 15 Zonnefilters,

I en sublieme gloss

0 n (Parelmoerdeeltjes

met glosseffect). De Plantaardige
Opvullende Bolletjes

Made in France
LABORATOIRE NUXE
9, RUE PECLET 75015 PARIS
www.nuxe.com

‘uondwnsuod

Jaded @npar 03 siapes)
Buipwoid paddols sey 3xnN
3ided ap

UONBWIWOSUO) s s3] inod
sayou sas awuddns IXNN

MUXE

Hawme
{ridiaivier
e

AU BEURRE DE MANGUE,
TOURNESOL ET VITAMINE E
WITH MANGO BUTTER,
SUNFLOWER AND VITAMIN E

~ ROUGE
04 CHARISMATIC®
___ CHARISMATIC® RED

BALSAMO LABIAL
NUTRI-PROTECTOR
EFECTO BRILLO - IP 15

Este balsamo muitifuncion nutre
Manteca de Mango y de Karité,
Aceite de Girasol y de Almendras

Vitamina E) y en I
(Nécares efecto brillo). Las Esferas de
Relleno Vegetales alisan y redensifica

BALSAMO LABBRA
NUTRI-PROTETTIVO
EFFETTO GLOSS - IP 15

Questo balsamo multifunzione nutre
{Burro di Mango e di Karité, Olio di
Girasole e Mandorle Dolci), pro
(Filtri Solari IP 15, Vitamina E)
3 piu belle (Madreperle
eHeuo gloss). Le Sfere Vegetali ad

del
iridati, Gusto zu“hero d'orzo.

CUIDADO :
NUTRI-PROTECTOR LABIOS
EFEITO GLOSS - IP 15

e balsamo
(Manteigas de Manga e de Karité,
Oleos de Girassol e de Améndoas
proteqe Fqltws Solares IP 15,

Nacar com eielto gluss) As Esferas
de Preenchlmento Vegetals alisam
dac

Sahor a agticar de malte.

109




BAUME PRODIGIEUX LEVRES 04 RED CHARISMATIC NUTRI-PROTECTING
LIP CARE SPF 15

octinoxate, avobenzone lipstick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:67542-040

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
O CTINO XATE (UNIL: 4Y5P7MUDS51) (OCTINOXATE - UNIL:4Y5P7MUDS1) OCTINOXATE 7.3 mL in 100 mL
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 2.9 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

CASTOR OIL (UNI: D5340Y2I9G)

SYNTHETIC WAX (1200 MW) (UNI: Q3Z4BCH099)

TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)

HYDRO GENATED POLYBUTENE (1300 MW) (UNIl: 7D1YQ9Y5EZ)
DIISOSTEARYL MALATE (UNI: QBS8 A3XZGQ)

HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)

ALMOND OIL (UNIL: 66 YXD4DKO9)

SUNFLOWER OIL (UNII: 3W1JG795YI)

SHEA BUTTER (UNII: K49155WL9Y)

MEDIUM-CHAIN TRIGLYCERIDES (UNIL: C9H2L21V7U)

C20-40 ACID (UNIL: CKJ5537111)

MANGIFERA INDICA SEED BUTTER (UNII: 40 XD9M35X2)
TOCOPHEROL (UNI: ROZB2556P8)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

PENTAERYTHRITYL TETRAISO STEARATE (UNII: 9 D7IK548 3F)
PROPYLENE CARBONATE (UNII: 8D08K3S51E)

MICA (UNI: VBA1AW0880)

D&C RED NO. 6 (UNIL: 481744A140)

D&C RED NO. 7 (UNI: ECW0LZ41X8)

TRIHYDRO XYPALMITAMIDO HYDRO XYPROPYL MYRISTYL ETHER (UNI: NQORNU9701)
POLYHYDROXYSTEARIC ACID (2300 MW) (UNIl: YXH47AOUOF)
ALUMINUM OXIDE (UNI: LMI2606933)

SILICON DIO XIDE (UNII: ETJ7Z6 XBU4)

FERRIC O XIDE RED (UNII: 1IKO9F3G675)

SILICA DIMETHYL SILYLATE (UNII: EU2PSP0 GO W)
HYDROLYZED WHEAT PROTEIN (ENZYMATIC, 3000 MW) (UNII: J2S07SBOYL)
BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)



BUTYLENE GLYCOL (UNII: 3XUS85K0RA)
PENTYLENE GLYCOL (UNIL: 50C1307PZG)
CITRIC ACID MONOHYDRATE (UNII: 2968 PHW8QP)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:67542-040-04 7 mL in 1 BOTTLE, PLASTIC

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part352 04/01/2009

Labeler - LABORATOIRE NUXE (260352379)

Revised: 12/2009 LABORATOIRE NUXE
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