WALGREENS SUNSCREENSPF 45 SPF 45 SPF 45- zinc oxide lotion
WALGREEN CO.

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
Octinoxate 7.5%

Octocrylene 8.0%
Zinc Oxide 6.86%

Purpose

Sunscreen

Uses
® helps prevent sunburn
¢ higher SPF gives more sunburn protection
e retains SPF after 80 minutes of activity in the water

Warnings
For external use only

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

stop use and ask a doctor if
e rash or irritation develops and lasts.
Keep out of the reach of children.

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

Directions

¢ apply generously and evenly before sun exposure and as needed
e Children under 6 months of age:ask a doctor
e reapply frequently and after towel drying, swimming or perspiring

Inactive Ingredients

Water, Ethylhexyl Stearate, Cetyl Dimethicone, Polyglyceryl-4 Isostearate, Cetyl PEG/PPG-10/1
Dimethicone, Hexyl Laurate, Beeswax, Aloe Barbadensis Leaf Juice, Cyclopentasiloxane,
Cyclohexasiloxane, Sodium Chloride, Hydrogenated Castor Oil, Propylene Glycol, Diazolidnyl Urea,
Triethoxycaprylylsilane, Methylparaben, Tocopheryl Acetate, Disodium EDTA, Propylparaben.
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Aclive iﬂgretﬁems Purpose
Octinoxate 7.5% Sunscreen
Oetocrylene 3.0% Sunzcreen
Zinc Oxide 6.86% Sunscreen
Uses

= helps prevent sunburn
# higher SPF gives more sunburn profection
= retams SPF after 80 minutes of activity in the water

Warnings

For exiernal use only

When wsing this product

= keep out of eyes. Rinse with water to remove.
Stop vse and ask a doctor if

« rash or irritation develops and kasts.

Keep out of the reach of children. If swallowed get
medical help or contact a Poison Control Center right
away.

Directions » apply generausly and evenky

before sun exposure and as needed

= children under 6 months of age: ask a doctor

= reapply frequentty and after towel drying, swimming or
persgiring

Inactive ingredients Water, Ethylhexyl Stearate,
Catyl Dimethicone, Polyglyceryl-4 Isostearate, Cetyl
PEG/PPG 10¢1 Dimethicone, Hewyl Laurate, Deeswax,
Alos Barbadensis Leaf Juice, Cyclopentasiloxane,
Cyclehexasiloxane, Sodium Chloride, Hydrogenated
Gastor Oil, Propylene Glycol, Diazolidiny] Urea,
Triethoxycaprylylsilane, Methylparaben, Tocopheryl
Acetate, Dizodium EDTA, Propylparaben.
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Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
OCTO CRYLENE (UNI:: 5A68 WGF6 WM) (OCTOCRYLENE - UNIL:5A68 WGF6 WM)
ZINC OXIDE (UNI: SOR2LOH54Z) (ZINC OXIDE - UNI:SORLOHS4Z)
OCTINO XATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNIL4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
WATER (UNIL: 059QF0KOOR)
ETHYLHEXYL STEARATE (UNI: EG3PA2K3K5)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)
HEXYL LAURATE (UNI: 4CG9F9W01Q)
YELLOW WAX (UNIL: 2ZA36H0S2V)
ALOE VERA LEAF (UNII: ZY81Z8 3H0 X)
CYCLOMETHICONE 5 (UNI: 0THT5PCIOR)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
HYDRO GENATED CASTOR OIL (UNI: ZF94AP8 MEY)
METHYLPARABEN (UNII: A2I8C7HIST)
EDETATE DISODIUM (UNII: 7FLD9 1C8 6 K)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
DIAZOLIDINYL UREA (UNII: HSRIZ3MPW4)
TRIETHO XYCAPRYLYLSILANE (UNIl: LDC331P08E)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
PROPYLPARABEN (UNIL: Z81X2SC10H)
CYCLOMETHICONE 6 (UNII: XHK3U310BA)

Basis of Strength
OCTOCRYLENE
ZINC OXIDE
OCTINO XATE

NDC:0363-4008

Strength
8 g in100 g
6.86 g in100 g
7.5¢g in 100 g

Strength




Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0363-4008-81 14.2 g in 1 BOTTLE, PLASTIC

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 12/04/2012

Labeler - wWALGREEN CO. (008965063)

Revised: 12/2012 WALGREEN CO.
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