BB CREAM- titanium dioxide 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.

BB Cream

Drug Facts

Active Ingredients: Titanium Dioxide 11.4% Purpose: Sunscreen

Ingredients

Ingredients: small-capssmall-capsWater, Aloe Barbadensis Leaf Juice, Caprylic/Capric Triglyceride,
Glycerin Octyldodecyl Stearoyl Stearate, Diisoproply Sebacate, Cetearyl Alcohol, Glyceryl Sterate,
Silica, Polyhydroxystearic Acid, Potassium Palmitoyl Hydrolyzed Wheat Protein, CI 77 492 [Iron
Oxides],Butyrospermum Parkii Butter, Benzyl Alcohol, Microcrystalline Cellulose, Cetyl Alcohol,
Alumina, Stearic Acid, Tocopherol, Citric Acid, Hydrolyzed Beta Maritima Extract, CI 77 491 [Iron
Oxides], Solanmum Lycopersicum Seed Oil, [Solanmum Lycopersicum (T omato) Seed Oil], Xanthan
Gum Lavandula Angustifolia Oil, Helianthus Annuus Seed Oil , [Helianthus Annuus (Sunflower) Seed
Oil, Cellulose Gum, CI 77 499 [Iron Oxides], Dehydroacetic Acid, Vaccinium Macrocarpon Seed
Oil[Vaccinium Macrocarpon (Cranberry) Seed Oil], Cellulose, Sorbic Acid, Sodium Hydroxide

Warning

For External use only. Not to be sallowed. Avoid contact with the eyes. If contact occurs rinse eyes.
Discontinue use if signs of irritation or rash appear. If irriation or rash persists, consult a doctor

Directions

Directions: Simply distribute over the skin for a natural finish
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Aetivelngredients titanumdiodde 11,4 %
Cosmetic Ingredients’ Water, aloe bar-
tadensis leaf juice, caprylic/capric ti-
ghyceride, gycerin, octyldodecyl stea-
oyl stearate, disopropyl sebacate,
cetearyl aloohol, glyceryl stearate, slica,
pobfiydroxysteanc  acid, potassium
palmifoyl hydrolyzed ’wheat protein,
butyrospenmum parkii butter [sutyro-
spermum parkii (shed) butter], benzyl
dcohol,  microcrysialine  celuloss,
cetyl alcohol, aluming, stearic acid, to-
copheral, citic adid, fiydrolyzed beia
maritima extract, So\anum ycopersi-
cum seed oll [solanum lycopersicum
{tormato) seed oil], xanthan guim, lavan-
dula angustiolia oil, helianthus annuus
sead oll [helianthus annuus {sunflower)
seed all], cellulose gum, dehydroacetc
acid, vaccinium macrocarpon seed ol
[\/accm\um macrocamon  (cranbemy)
seed ol], celulose, sorbic acid, sodium
hydraxide, linalool, limonene, geramo\
i 492 [iron 0><|d&e] CL77 49 [rron
oxides], G 77 440 firon cxides]
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Daily all-in-cne care cream for
smeoth and perfect skin, SPF 25.
Pratects, cares, smoothes and cor-
rects thanks o optimal coverage.
With mineral UV filter, aloe vera, wita-
min E and extracts of wild beet and
tomato, Directions: Simply distribute
over the skin for a raturalfinish,
Warning: For external use only. Mot
to be swallowed. Avoid contact
with the eyes. If contact occurs,
Tinse eyes thoroughly with water.
Discontinue use if signs of iritation
or rash appear. If iritation or rash
persists, consult a doctor, Kesp out
of reach of children.

Grema todo-en-una, SPF 25, de
uso diario para una piel perfecta
y lisa. Protege, cuida, glisa y cori-
ge. Con filtros minerales UY, aloe
vera y vitarmina E, Simplements,
distribLir sobre la piel para un aca-
bado natural,

Créme de sein all-in-ene pour
une peau uniforme et parfaite au
quotidien, SPF 25.

Protége, soigne, lisse et corrige.
Contient: filtre Uy mingral, alogs et
vitamine E. Appliquez tout simple-
ment sur [a peau pour obtenir un
fini naturel,

W cosmerics

ALL SKIN NEEDS
OPTIONS TOUTE PEAU

BB Cream
All-n-Cne Perfection
SPF25

NETWT 1.00Z. 30mi€

Crema giorne, SPF 25, tutto in
uno per levigare la pelle e ren-
dera perfetta. Protegge, leviga,
idrata e corregge. A base di filt] Uy
minerall, Aloe Vera e Vitamina E, Di-
stibuire semplicementes sulla pele
[per un effetto. raturale.

Tagliche All-in-One Pflegecreme
fir ebenméBige und perfekie
Haut, SPF 25. Schiwt, pflegt,
glattet urd kerrigiert, Mit minerali-
schem LV-Filter, Aloe Vera Lind M-
tamin E, FUr ein natirliches Finish
ainfach Cber die HaLt vertellen.

BB Kpem-nepdextop 4-8-1/SPF 25,
MOMEH TabH O B DABHMBAET LIEET -
L3, OCBETAIET, CHMMA ET MOKPACH EHIE,
2AWLNLAET OT CEOOOOHEX paguKanos
W CONHEUHEX Aydel. C MUHEpankHLE M
YD-punbTRoM, 3703 Bepa W BHTaMM-
Hom F- Hanoonte Ha npeqespuTenLH O
OUMLLEHHYID KOMY.
AllHn-one-erzomgingscreme voorda-
oelijks gebruik voor een gladde,
perfecte huid met SPF 25. Be-
scher, verzorgt én maskesrt, Zorgt
voor een gladde huid, Bevat op mine-
ralen gebaseerd UV-fiter, aloé vera en
vitamine E, Eenvoudig op de huid azn-
brengen voor esn natuurijle titstraling,
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Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Item Code (Source)

Fez, 4C438

NDC:24653-282




Active Ingredient/Active Moiety
Ingredient Name
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP) (TITANIUM DIOXIDE - UNIL15FIX9 V2JP)

Inactive Ingredients
Ingredient Name
WATER (UNIL: 059 QFOKOOR)
ALOE VERA LEAF (UNIL: ZY81Z83H0X)
CAPRYLIC/CAPRIC/LAURIC TRIGLYCERIDE (UNIE: FJ1H6 M2JG9)
GLYCERIN (UNI: PDC6A3C00X)
DIISOPROPYL SEBACATE (UNIL: J8 T3X56 4IH)
CETOSTEARYL ALCOHOL (UNI: 2DMT128 M1S)
GLYCERYL STEARATE CITRATE (UNI: WH8T92A065)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)
POLYHYDRO XYSTEARIC ACID (2300 MW) (UNI: YXH47AOUOF)
FERRIC O XIDE YELLOW (UNI: EX438 02MRT)
SHEA BUTTER (UNI: K49 155WL9Y)
BENZYL ALCOHOL (UNI: LKG8494WBH)
CELLULOSE, MICRO CRYSTALLINE (UNI: OP1R32D6 1U)
CETYL ALCOHOL (UNI: 936JST6JCN)
ALUMINUM O XIDE (UNI: LMI26 06933)
STEARIC ACID (UNIL: 4ELV7Z65AP)
TOCOPHEROL (UNI: ROZB2556P8)
CITRIC ACID ACETATE (UNI: DSO12WL7AU)
FERRIC O XIDE RED (UNII: 1K09F3G675)
SOLANUM LYCOPERSICUM (UNIL: 0243Q4990L)
XANTHAN GUM (UNI: TTV12P4NEE)
LAVENDER OIL (UNI: ZBP1TYXWOH8)
SUNFLO WER OIL (UNIE: 3W1JG795YI)
CARBOXYMETHYL CELLULOSE SODIUM (UNI: K679 0BS311)
FERRO SOFERRIC O XIDE (UNI: XM0M87F357)
DEHYDRO ACETIC ACID (UNI: 2KAG279R6R)
CRANBERRY SEED OIL (UNI: 73KDS3BWSE)
POWDERED CELLULOSE (UNI: SMD1X3X09 M)
SORBIC ACID (UNIL: X045WJ989B)
SODIUM HYDRO XIDE (UNIL: 55X04QC32I)

Packaging

Basis of Strength Strength
TITANIUMDIOXIDE ~ 3.42 g in 30 mL

Strength

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:24653-282-02 1in 1 CARTON
1 NDC:24653-282-01 30 mL in 1 BOTTLE, PUMP

Marketing Information



OTC monograph not final part352 01/01/2013

Janssen Cosmetics GmbH 499187946 manufacture(24653-282)

Dr. Sacher 341926681 api manufacture(24653-282)

Revised: 1/2013 Janssen Cosmetics GmbH
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