
HYDRATING AND BALANCING MOISTURIZER SPF 15- avobenzone, homosalate, octisalate,
octocrylene, oxybenzone lotion  
Phys icians  Formula 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.

----------

Drug Facts
Active Ingredients :  Avobenzone 3.00%, Homosalate 3.75%, Octisalate 2.50%, Octocrylene 2.75%,
Oxybenzone 2.00%

When using this product, keep out of eyes.  Rinse with water to remove.

Stop use and ask a doctor if rash or irritation develops and lasts.

Keep out of reach of children.



HYDRATING AND BALANCING MOISTURIZER  SPF 15 
avobenzone, homosalate, octisalate, octocrylene, oxybenzone lotion

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:316 45-158

Route  of Adminis tration TOPICAL

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

Avo benzo ne  (UNII: G6 3QQF2NOX) (Avo benzo ne - UNII:G6 3QQF2NOX) Avo benzo ne 3 g  in 10 0  g

Ho mo sa la te  (UNII: V0 6 SV4M9 5S) (Ho mo sala te  - UNII:V0 6 SV4M9 5S) Ho mo sala te 3.75 g  in 10 0  g

O ctisa la te  (UNII: 4X49 Y0 59 6 W) (Octisa la te  - UNII:4X49 Y0 59 6 W) Octisa la te 2.5 g  in 10 0  g

O cto crylene  (UNII: 5A6 8 WGF6 WM) (Octo crylene  - UNII:5A6 8 WGF6 WM) Octo crylene 2.75 g  in 10 0  g

O xybenzo ne  (UNII: 9 5OOS7VE0 Y) (Oxybenzo ne - UNII:9 5OOS7VE0 Y) Oxybenzo ne 2 g  in 10 0  g



Physicians Formula Inc

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

Glycerin  (UNII: PDC6 A3C0 OX)  

Stea ric  Acid  (UNII: 4ELV7Z6 5AP)  

Silico n Dio xide  (UNII: ETJ7Z6 XBU4)  

Pa ntheno l  (UNII: WV9 CM0 O6 7Z)  

Dimethico ne  (UNII: 9 2RU3N3Y1O)  

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

Edeta te  Diso dium  (UNII: 7FLD9 1C8 6 K)  

Po lyso rba te  6 0  (UNII: CAL22UVI4M)  

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

Ethylhexylg lycerin  (UNII: 147D247K3P)  

Hexylene Glyco l  (UNII: KEH0 A3F75J)  

Pheno xyetha no l  (UNII: HIE49 2ZZ3T)  

FD&C Blue No . 1 (UNII: H3R47K3TBD)  

Ext. D&C Vio let No . 2  (UNII: G5UX3K0 728 )  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:316 45-158 -0 4 1 in 1 CARTON

1 55 g in 1 BOTTLE, PUMP

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

OTC mo no graph fina l part352 0 7/15/20 11

Labeler - Phys icians  Formula Inc (021261805)

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

Physic ians Fo rmula  Inc 8 250 48 9 45 manufacture
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