
BELLAGIO SUNSCREEN SPF 45- homosalate, octinoxate, octisalate, oxybenzone, and zinc
oxide lotion  
Lifetech Resources , LLC
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.
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BELLAGIO  
SUNSCREEN
LOTION
SPF 45

DRUG FACTS

ACTIVE INGREDIENTS
Homosalate 14.00%, Octinoxate 6.50%, Octisalate 5.00%, Oxybenzone 5.00%, Zinc Oxide 2.74%

PURPOSE
Sunscreen

USE
Helps prevent sunburn. Higher SPF gives more sunburn protection.

DIRECTIONS FOR USE
Apply evenly and liberally to all exposed areas before sun exposure. Ensure complete coverage.
Reapply as needed or after swimming, towel drying, perspiring, or vigorous activity. Ask a doctor
before use on children under 6 months of age.

WARNING

For external use only.

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

INACTIVE INGREDIENTS
Water, Acrylates Copolymer, Caprylic/Capric Triglyceride, Cyclopentasiloxane, Polysorbate 60,
Polysorbate 20, Glycerin, Cetearyl Alcohol, Ceteareth-20, Sorbitan Stearate, Potassium Cetyl
Phosphate, Dimethicone, Butyrospermum Parkii (Shea Butter), Squalane, Sodium PCA, Panthenol,
Tocopheryl Acetate, Xanthan Gum, Triethoxycaprylylsilane, Disodium EDTA, Sodium Benzoate,
Potassium Sorbate, Imidazolidinyl Urea.
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BELLAGIO SUNSCREEN SPF 45  
homosalate, octinoxate, octisalate, oxybenzone, and zinc oxide lotion

Product Information



Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 56 43-335

Route  of Adminis tration TOPICAL

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

Ho mo sa la te  (UNII: V0 6 SV4M9 5S) (Ho mo sala te  - UNII:V0 6 SV4M9 5S) Ho mo sala te 143.22 mg  in 1 mL

O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 6 6 .49 5 mg  in 1 mL

O ctisa la te  (UNII: 4X49 Y0 59 6 W) (Octisa la te  - UNII:4X49 Y0 59 6 W) Octisa la te 51.15 mg  in 1 mL

O xybenzo ne  (UNII: 9 5OOS7VE0 Y) (Oxybenzo ne - UNII:9 5OOS7VE0 Y) Oxybenzo ne 51.15 mg  in 1 mL

Zinc O xide  (UNII: SOI2LOH54Z) (Zinc  Oxide  - UNII:SOI2LOH54Z) Zinc  Oxide 28 .0 3 mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

Medium-Cha in Trig lycerides (UNII: C9 H2L21V7U)  

Cyclo methico ne 5 (UNII: 0 THT5PCI0 R)  

Po lyso rba te  6 0  (UNII: CAL22UVI4M)  

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

PO LYO XYL 2 0  CETO STEARYL ETHER (UNII: YRC528 SWUY)  

Po lyso rba te  2 0  (UNII: 7T1F30 V5YH)  

So rbita n Mo no stea ra te  (UNII: NVZ4I0 H58 X)  

Po ta ssium Cetyl Pho spha te  (UNII: 0 3KCY6 P7UT)  

Dimethico ne  (UNII: 9 2RU3N3Y1O)  

Shea  Butter (UNII: K49 155WL9 Y)  

Squa la ne  (UNII: GW8 9 575KF9 )  

So dium Pyrro lido ne Ca rbo xyla te  (UNII: 46 9 OTG57A2)  

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

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

Xa ntha n Gum  (UNII: TTV12P4NEE)  

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

So dium Benzo a te  (UNII: OJ245FE5EU)  

Po ta ssium So rba te  (UNII: 1VPU26 JZZ4)  

Imidurea  (UNII: M6 29 8 0 7ATL)  

O CTYLTRIETHO XYSILANE (UNII: LDC331P0 8 E)  

Product Characteristics
Color WHITE Score     

Shape Siz e

Flavor Imprint Code

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 56 43-335-18 237 mL in 1 TUBE



Lifetech Resources, LLC

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

OTC MONOGRAPH NOT FINAL part352 0 1/0 1/20 0 9

Labeler - Lifetech Resources , LLC (622559110)

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

Life tech Reso urces, LLC 6 22559 110 MANUFACTURE

 Revised: 9/2010
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