
HYDRATING PROTECTION SUNSCREEN SPF 50  CVS- avobenzone 3.00% homosalate
10.00% octisalate 5.00% octocrylene 6.00% oxybenzone 5.00% lotion  
CVS
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                                                                Purpose 
Avobenzone 3%...................................................................Sunscreen 
Homosalate 10%..................................................................Sunscreen 
Octisalate 5%.......................................................................Sunscreen 
Octocrylene 6%..............................................................  ....Sunscreen 
Oxybenzone 5%............................................................ ......Sunscreen

Uses  • helps prevent sunburn

Warnings  
For external use only 
Do not use on damaged or broken skin 
When us ing 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.

Directions  
• apply liberally 15 minutes before sun exposure 
• reapply:

• after 80 minutes of swimming or sweating 
• immediately after towel drying

• at least every 2 hours 
• Sun Protection Measures . Spending time in the sun increases your risk of skin cancer and early skin
aging. To decrease this risk, regularly use a sunscreen with a broad spectrum SPF of 15 or higher and
other sun protection measures including: 
• limit time in the sun, especially from 10 a.m. – 2 p.m. 
• wear long-sleeve shirts, pants, hats, and sunglasses 
• children under 6 months: Ask a doctor

Inactive ingredients
Water, Hydrated Silica, Adipic Acid/Diglycol 
Crosspolymer, Polyester-8, Acrylates/C12-22 Alkyl Methacrylate Copolymer, 
Avena Sativa (Oat) Kernel Extract, Hydrolyzed Oat Protein, Potassium 
Palmitoyl Hydrolyzed Oat Protein, Avena Sativa (Oat) 
Kernel Flour, Codium Tomentosum Extract, Artemia 
Extract, Bisabolol, BHT, Cyclopentasiloxane, 



Styrene/Acrylates Copolymer, Acrylates/Dimethicone 
Copolymer, Glycerin, Beeswax, Acrylates/C10-30 
Alkyl Acrylate Crosspolymer, Triethanolamine, 
Glyceryl Stearate, PEG-100 Stearate, Phenoxyethanol, 
Ethylhexylglycerin, Disodium EDTA, Butylene Glycol, 
Dipotassium Glycyrrhizate, Fragrance
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Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 9 8 42-0 51

Route  of Adminis tration TOPICAL

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

AVO BENZO NE (UNII: G6 3QQF2NOX) (AVOBENZONE - UNII:G6 3QQF2NOX) AVOBENZONE 3 g  in 10 0  mL

HO MO SALATE (UNII: V0 6 SV4M9 5S) (HOMOSALATE - UNII:V0 6 SV4M9 5S) HOMOSALATE 10  g  in 10 0  mL

O CTISALATE (UNII: 4X49 Y0 59 6 W) (OCTISALATE - UNII:4X49 Y0 59 6 W) OCTISALATE 5 g  in 10 0  mL

O CTO CRYLENE (UNII: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNII:5A6 8 WGF6 WM) OCTOCRYLENE 6  g  in 10 0  mL

O XYBENZO NE (UNII: 9 5OOS7VE0 Y) (OXYBENZONE - UNII:9 5OOS7VE0 Y) OXYBENZONE 5 g  in 10 0  mL

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

HYDRATED SILICA (UNII: Y6 O7T4G8 P9 )  

ADIPIC ACID/DIGLYCO L CRO SSPO LYMER ( 2 0 0 0 0  MPA.S)  (UNII: R9 TPS6 8 K19 )  

PO LYESTER-8  ( 14 0 0  MW, CYANO DIPHENYLPRO PENO YL CAPPED)  (UNII: T9 29 6 U138 P)  

O AT (UNII: Z6 J79 9 EAJK)  

CO DIUM TO MENTO SUM (UNII: B8 B45BRU8 7)  

LEVO MENO L (UNII: 24WE0 3BX2T)  

BUTYLATED HYDRO XYTO LUENE (UNII: 1P9 D0 Z171K)  

CYCLO METHICO NE 5 (UNII: 0 THT5PCI0 R)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

YELLO W WAX (UNII: 2ZA36 H0 S2V)  

GLYCERYL MO NO STEARATE (UNII: 230 OU9 XXE4)  

PEG-10 0  STEARATE (UNII: YD0 1N19 9 9 R)  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)  

EDETATE DISO DIUM (UNII: 7FLD9 1C8 6 K)  

BUTYLENE GLYCO L (UNII: 3XUS8 5K0 RA)  

GLYCYRRHIZINATE DIPO TASSIUM (UNII: CA2Y0 FE3FX)  

TRO LAMINE (UNII: 9 O3K9 3S3TK)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 9 8 42-0 51-0 3 8 8  mL in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 2/16 /20 17

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 2/16 /20 17



CVS

Labeler - CVS (062312574)

Registrant - Product Ques t Mfg. (927768135)

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

Pro duct Quest Mfg. 9 2776 8 135 manufacture(6 9 8 42-0 51)
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