
TINTED MOISTURIZER  SPF-15- octinoxate, octisalate and titanium dioxide cream  
Femme Couture International, Inc
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.

----------

Octinoxate 6%
Octisalate 4%
Titanium Dioxide 3%

Sunscreen

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 product is swallowed, get medical help or
contact a Poison Control Center right away.



a21b2c1b-2116-4fd6-b254-29f4bf1ec23f

TINTED MOISTURIZER   SPF-15 
octinoxate, octisalate and titanium dioxide cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:76 351-10 0

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 3.0 6  g  in 51.0 3 g

O ctisa la te  (UNII: 4X49 Y0 59 6 W) (Octisa la te  - UNII:4X49 Y0 59 6 W) Octisa la te 2.0 4 g  in 51.0 3 g

Tita nium Dio xide  (UNII: 15FIX9 V2JP) (Titanium Dio xide  - UNII:15FIX9 V2JP) Titanium Dio xide 1.53 g  in 51.0 3 g



Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

Ca rbo mer 9 3 4  (UNII: Z135WT9 20 8 )  

EDETATE TRISO DIUM (UNII: 420 IP9 21MB)  

Glycerin  (UNII: PDC6 A3C0 OX)  

Ma g nesium Aluminum Silica te  (UNII: 6 M3P6 4V0 NC)  

Dimethico ne  (UNII: 9 2RU3N3Y1O)  

Dimethico ne  (UNII: 9 2RU3N3Y1O)  

Ceto stea ryl Alco ho l  (UNII: 2DMT128 M1S)  

Pheno xyetha no l  (UNII: HIE49 2ZZ3T)  

So rbic  Acid  (UNII: X0 45WJ9 8 9 B)  

Ca prylyl Glyco l  (UNII: 0 0 YIU5438 U)  

Po lyg lyceryl-4  Iso stea ra te  (UNII: 8 20 DPX33S7)  

Dimethico ne  (UNII: 9 2RU3N3Y1O)  

HYDRO GENATED PO LYBUTENE ( 3 7 0  MW)  (UNII: V5H8 10 38 78 )  

Hexyl La ura te  (UNII: 4CG9 F9 W0 1Q)  

SIMMO NDSIA CHINENSIS SEED WAX (UNII: 47X6 Y9 FJJ2)  

Squa la ne  (UNII: GW8 9 575KF9 )  

.ALPHA.-TO CO PHERO L ACETATE, D- (UNII: A7E6 112E4N)  

SO DIUM STEARO YL LACTYLATE (UNII: IN9 9 IT31LN)  

Tro la mine  (UNII: 9 O3K9 3S3TK)  

HYALURO NATE SO DIUM (UNII: YSE9 PPT4TH)  

Mica  (UNII: V8 A1AW0 8 8 0 )  

Ferric  O xide Yello w (UNII: EX438 O2MRT)  

Ferric  O xide Red  (UNII: 1K0 9 F3G6 75)  

Ferro so ferric  O xide  (UNII: XM0 M8 7F357)  

Bro wn Iro n O xide  (UNII: 1N0 32N7MFO)  

Tita nium Dio xide  (UNII: 15FIX9 V2JP)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:76 351-10 0 -0 1 51.0 3 g in 1 TUBE

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph no t fina l part352 10 /26 /20 11

Labeler - Femme Couture International, Inc (010053513)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Nuwo rld Co rpo ra tio n 6 28 0 458 58 manufacture , pack, label



Femme Couture International, Inc

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Nu-Wo rld Co rpo ra tio n 9 6 8 28 8 0 55 label, pack

 Revised: 6/2011


