
FOUNDATION PRIMER SPF 15 - titanium dioxide , zinc oxide , octinoxate  cream  
Mary Kay 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.

----------

ACTIVE INGREDIENTS: ZINC OXIDE (19.5% W/W), OCTINOXATE(5% W/W) , TITANIUM
DIOXIDE (1.5% W/W)

Warnings; Contains OXYBENZONE. For external use only. Not to be swallowed. Avoid contact with
the eyes. Discontinue use if signs of irritation or rash appear.

Directions; In the morning , after applying Essence , apply Day Moisturizer With SPF 15 liberally over
face and neck.

FOUNDATION PRIMER SPF 15  
titanium dioxide , zinc oxide , octinoxate cream



Mary Kay Inc.

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:51531-418 9

Route  of Adminis tration TOPICAL

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

Tita nium Dio xide  (UNII: 15FIX9 V2JP) (Titanium Dio xide  - UNII:15FIX9 V2JP) Titanium Dio xide 0 .222 g  in 14 g

ZINC O XIDE (UNII: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE 2.73 g  in 14 g

O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 0 .7 g  in 14 g

Inactive Ingredients
Ingredient Name Strength

ALKYL ( C12 -15)  BENZO ATE (UNII: A9 EJ3J6 1HQ)  

CYCLO METHICO NE 5 (UNII: 0 THT5PCI0 R)  

SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

Tribehenin  (UNII: 8 OC9 U7TQZ0 )  

CERESIN (UNII: Q1LS2UJO3A)  

TRIETHO XYCAPRYLYLSILANE (UNII: LDC331P0 8 E)  

Aluminum Hydro xide  (UNII: 5QB0 T2IUN0 )  

Methylpa ra ben  (UNII: A2I8 C7HI9 T)  

Dimethico ne  (UNII: 9 2RU3N3Y1O)  

CYCLO METHICO NE 6  (UNII: XHK3U310 BA)  

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

Wa ter (UNII: 0 59 QF0 KO0 R)  

Butylene Glyco l  (UNII: 3XUS8 5K0 RA)  

DIETHYLENE GLYCO L MO NO ETHYL ETHER (UNII: A1A1I8 X0 2B)  

FRUIT (UNII: C2AIY4ERZC)  

FERULA ASSA-FO ETIDA RO O T (UNII: 3U9 28 8 P8 8 T)  

SUNFLO WER SEED (UNII: R9 N3379 M4Z)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:51531-418 9 -0 14 g in 1 CONTAINER

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 11/11/20 0 9
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