SHEER SUNSCREEN SPF 30 WEGMANS- avobenzone 2.00% homosalate 15.00% octinoxate
7.50% octisalate 5.00% stick
Wegman

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 Purpose
Avobenzone 2%......ceeeeeeeeeeeennnn.. Sunscreen
Homosalate 15%......cccouveeeeeeeeeennn. Sunscreen
Octinoxate 7.50%....ccceeuueeeeennn oo Sunscreen
Octisalate 5.00%....cceeuennn... Sunscreen

Uses ¢ helps prevent sunburn

Uses ¢ helps prevent sunburn

Warnings

For external use only

Do not use on damaged or broken skin

When using 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

1,2-Hexanediol
Ascorbyl Palmitate
Beeswax

BHT

Caprylyl Glycol
Cetyl Alcohol



Ethylhexyl Palmitate

Euphorbia Cerifera (Candelilla) Wax
Fragrance

Ozokerite

Paraffin

Polyester-8

Polyethylene

Tocopheryl Acetate
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Drug Facts

Active ingredients Purpose
AVODENZOME ZU0M......ocic i e s eriaan s biessni s dm s s e ssmmssiiesse ATLIMBCTEEN
Homosalate 15.0%........oocceeoee Sunscreen
Octinmeate 7.5%...........cccocoe ....Bunscreen
LT T RO 1 | 1 [ - =t

Uses » helps prevent sunbum

Warnings

For external use only

Do not use on damaged or broken skin

When using 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
= 3l 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:
= [imit time in the sun, especially from 10 am. — 2 p.m.
= wear long-sleeve shifs, pants, hats, and sunglasses
# children under 6 months: Ask a doctor

Inactive ingredients

1,2-Hexanediol, Ascorbyl Palmitate, Beeswax, BHT, Caprylyl Glycol, Cetyl Alcohaol,
Ethyihexyl Palmitate, Euphorbia Cerifera (Candelilla) Wax, Fragrance, Ozokerite,
Paraffin, Polyester-8, Polyethylene, Tocopheryl Acetate.

Other information
= protect this product from excessive heat and direct sun » may stain fabrics.

—Tl'
Distributed By: i
Wegmans Food Markets, Inc. —
Rochester, NY 14603 =
Questions or comments — )
about this product? ———7=
1-800-Wegmans —
(934-6267) Ext 5920 —
9am - 4pm EST weekdays E—
Visit us at wegmans.com P—
o

SHEER SUNSCREEN SPF 30  WEGMANS
avobenzone 2.00% homosalate 15.00% octinoxate 7.50% octisalate 5.00% stick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:47124-447




Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 2g in100 g
HOMOSALATE (UNI: VO6SV4M95S) (HOMOSALATE - UNI:V0O6SV4M95S) HOMOSALATE 15g in100 g
OCTINO XATE (UNIL: 4Y5P7MUDS51) (OCTINOXATE - UNIL:4Y5P7MUDS1) OCTINOXATE 7.5g in100 g
OCTISALATE (UNIL: 4X49Y0596 W) (OCTISALATE - UNI:4X49 Y0596 W) OCTISALATE 5g in100 g
Inactive Ingredients
Ingredient Name Strength

1,2-HEXANEDIOL (UNIE: TR046 Y3K1G)

ASCORBYL PALMITATE (UNI: QN83US2BON)
YELLOW WAX (UNIL: 2ZA36H0S2V)

BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)
CAPRYLYL GLYCOL (UNIL: 00YIU5438U)

CETYL ALCOHOL (UNIL: 936JST6JCN)

ETHYLHEXYL PALMITATE (UNIL: 2865993309)
CANDELILLA WAX (UNII: WL0328HX19)

CERESIN (UNII: Q1LS2UJO3A)

PARAFFIN (UNIL: ISO0E3H2ZE)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:47124-447-01 14.2 gin 1 TUBE; Type 0: Not a Combination Product 06/03/2013

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 02/03/2013

Labeler - wegman (059650069)

Registrant - product Quest Mfg (927768135)

Establishment
Name Address ID/FEI Business Operations
Product Quest Mfg 927768135 manufacture(47124-447) , label(47124-447)

Revised: 1/2018 Wegman
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