ANEW VITALE DAY- octinoxate, octisalate, oxybenzone, avobenzone cream
Avon Products, 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.

Active Ingredients

Octinoxate 7.0%....ccccceeervevieeeennnnnnen.

Octisalate 4.5%....ccccceeveerereercieercueennenne
Oxybenzone 4.0%.....ccccceceeveevueeruennnen.

Avobenzone 2.8%.....c.cooveeeeeeeeiiiiiieeenennns

Purpose

............... Sunscreen
............... Sunscreen
.............. Sunscreen
.............. Sunscreen
Uses

® helps prevent sunburn
e if used as directed with other sun protection measures (see Directions), decreases the risk of skin
cancer and early skin aging caused by

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

Directions

(For sunscreen use:
e apply liberally 15 minutes before sun exposure
children under 6 month of age:ask a doctor
reapply at least every 2 hours
use a water resistant sunscreen if swimming or sweating
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 value 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-sleeved shirts, pants, hats, and sunglasses

Other Information
e protect the product in this container from excessive heat and direct sun.

Inactive ingredients:

water/eau, dimethicone, glycerin, PEG-8, butyloctyl salicylate, cetearyl alcohol, trisiloxane, dilauryl
thiodipropionate, phytol, behenyl alcohol,

thiodipropionic acid, panthenol, mesyloxybenzyl methoxyethyl chlorobenzamide, pichia ferment lysate
filtrate, saccharomyces ferment lysate filtrate, palmitoyl tetrapeptide-10, kaempferia galanga root
extract, polysorbate 60, ceteareth-20, hydroxyethyl acrylate/sodium acryloyldimethyl taurate
copolymer, dimethicone crosspolymer, isohexadecane, carbomer, sodium hydroxide, disodium EDTA,
caprylyl glycol, 1,2-hexanediol, parfum/fragrance.

1 1

VITALE

Dy CREAM
BROAD SFECTRLUIM SPF 25 SUNSCREEM

WG g

1 NETWTO0 02

To Wee: Smooth owver cleansed face in &M before sun ssposurs.
WARNIMNG: FOR EXTERMAL UISE ONLY. DO NOT USE
OM DAMAGED OR BROKEM SKIMN. WHEN USING THIS
PRODUCT KEEF OUT OF EYES. RINSE WITH \WATER
TO REMOVE. STOP USE AND ASK A DOCTOR IF RASH
OCCURS. KEEP OUT OF REACH OF CHILDREM.

IF BWALLOWED, GET MEDICAL HELP OR CONTACT
A POISON CONTROL CEMTER RIGHT AWAY.
ACTIVE INGREDHENTS:
QOCTINGKATE 7.0%, OCTISALATE 4.5%,
CXYBEMZOME 4 0%, AVOBENZOMNE 2.8%:

SAMPLE... MOT FOR RESALE

RASDE IN CHIMA
AVOM PRODUCTS, INGC., MY, NY 10017
02014 AVON




DRUG FACTS

Acilve Ingredients: Purpose

| Heg:l:refentsl.lrtum. o
dracted with other sun protection measures (=ee Direciions), decreases the sk
of shin cancer and aarly skin aging caused by the sun.

Wamings

For external use only

Do not use on damaged or broken sdn,

When using this product, kesp out of eyes. Rinse with water o emove,
Stop use and ask a doctor if rash cocurs,

Keep out of the reach of children. f product & swabowed,
et medical help or contact a Poison Confol Genter nght away.

Directions
iberaly and eventy 15 minutes before sun ex
%ﬁ r & months of age: ask a doctor, lﬁphﬂﬂtbﬁtmw%w&

ILlS-Eﬂ'l'ﬂ‘tﬁ' resistant sunacreen if svimming or sweating.

m Sun Protection Measures. Spending fime in the sun ncreases your risk of skin cancer
and eaily skin aging. To decreasa this nak, regulary use a sunscreen with a Broad Spectrum
SPFvalue of 15 or higher and nﬂ'ﬂ'mrrﬂmte-:ﬁon messUEs, including
mbLimittme n the sun, especially from 10 am.— 2 pm.
mWear long-slesved shirts, pants, hats and sunglasses,

Other Information
W Protect the product in this container from encessive heat and direct zun,

{'nnla'meﬂwhnﬁl PEG-8, butylocty salicylate | alcohol
terfeau, dimethicone, glycenn, PEG-8, buty sl ,cetearyl a 4
trisiloxane, dilaurd thiodipropionate, phytal, behanyl EJI:EI:DLThiDdipI'IJFI'Eﬂ'B acid,

nthenal, mes'_-.lln:mytmzyl methoayethyl chlorobanzamide, pichia ferment ysate
ﬁﬂ lrate, sacchammyces fermant lysate Fﬂrate pal mitod tetrapeptl:l&ﬂ] kaempfena

gakanga root extract, polysorbate 60, ceteareth-20, hydroyethyl acndate’sodium
a;:rybyldimetl‘yl taurate copolymer, dimethicone cmsspulymer. echexadecans,
carbomer, sodium hydroside, disodium EDTA, caprybl alycal, 1,2-hexanedial,
parfum/fragrance

ANEW VITALE DAY

octinoxate, octisalate, oxybenzone, avobenzone cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
OCTINO XATE (UNIE: 4Y5P7MUD51) (OCTINOXATE - UNIL4Y5P7MUD51)
OCTISALATE (UNIL: 4X49Y0596W) (OCTISALATE - UNIL4X49 Y0596 W)
OXYBENZONE (UNIE: 9500S7VE0Y) (OXYBENZONE - UNIL9500S7VEQY)
AVOBENZONE (UNIL: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX)

Inactive Ingredients

Ingredient Name

Basis of Strength
OCTINOXATE
OCTISALATE
OXYBENZONE
AVOBENZONE

NDC:71110-0008

Strength
70mg inlg
45mg inlg
40 mg inlg
28mg inlg

Strength



POLYSORBATE 60 (UNI: CAL22UV4M)
ISOHEXADECANE (UNIE: 918 X10 UFIE)

SODIUM HYDRO XIDE (UNII: 55X04QC32])

CAPRYLYL GLYCOL (UNIE: 00YIU5438U)
1,2-HEXANEDIOL (UNIE: TR046 Y3K1G)

GLYCERIN (UNI: PDC6A3C00X)

THIO DIPRO PIO NIC ACID (UNI: 3BBK323EDS)
WATER (UNIL: 059 QFOKOOR)

DIMETHICO NE (UNI: 92RU3N3Y10)

BUTYLOCTYL SALICYLATE (UNI: 2EHI3UN8D3)
PANTHENOL (UNI: WV9CMO0O67Z)

TRISILO XANE (UNI: 9G1ZW13R0G)

DILAURYL THIODIPRO PIONATE (UNI: V51YHIB080)
PHYTOL (UNI: 5BC2RZ8 ING)

MES YLOXYBENZ YL METHO XYETHYL CHLOROBENZAMIDE (UNI: 3HB4C300XB)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:71110-0008-1 1.1 gin 1 PACKET; Type 0: Not a Combination Product  03/01/2016

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 03/01/2016

Labeler - AvonProducts, Inc. (001468693)

Establishment

Name Address ID/FEI Business Operations
Avon Manufacturing (Guangzhou) Ltd. 544863277 manufacture(71110-0008)

Revised: 6/2018 Avon Products, Inc.



