FACE SPF 50- avobenzone,octinoxate,octocrylene, oxybenzone, titanium dioxide cream
AGEFARM SRL

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.

SUNSCREEN Face SPF 50

Drug Facts
Active ingredients

AVOBENZONE 2%
OCTINOXATE 2%
OCTOCRYLENE 2%
OXYBENZONE 2%
TITANIUM DIOXIDE 2%

PURPOSE
SUNSCREEN

USES
helps prevent sunburn

use as directed with other sun protection measures (see Direction), decrease 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

Stop use and ask doctor if rash occurs

When using this product, keep put of eyes. Rinse with water to remove

Keep out of reach of children. If swalloed, get medical help or contact Poison Control Center right
away.

DIRECTIONS

apply liberally 15 minutes before sun exposure

reapply: at least every 2 hours, immediately after towel drying
use a water-resistant sunscreen if swimming or sweating
children under 6 months: Ask a doctor

Sun Protection Measures. Spending time in the sun increases your risk, regularly use a sunscreen with a
broad spectrum SPF value of 15 or higher and other sun protection measures including:

limite the time in the sun, especially from 10 a.m. - 2 p.m.



wear long-sleeved shirts, pants, hats, and sunglasses

INACTIVE INGREDIENTS

ammonium acryloydimethytaurate-vp copolymer, bis-ethylhexyloxphenol methoxphenyl triazine, BHT,
butyrospermum parkii butter extract, caprylic capric triglyceride, carbomer, carthamus, cetearyl
alcohol, citronellol,coumarin, diethylhexylsyringylidenemalonate, decyl gluside, diisopropyl sebacate,
dimethicone, dimethiconol behenate, c12-15 alkyl benzoate, glycerin, glyceryl stearate, hexyl cinnamal,
hydrolyzed soy protein, hydrolyzed wheat protein, limanathes alba seed oil, limonene, linalool,
methylene bisbenzotriazolyl tetramethybutyphenol (nano), menthyl lactate, methylisothiazolinone, olea
europapea oil unasonifiables, parfum, peg-100 stearate, phenoxyethanol, pseudoalteromonas ferment
extract, propylene glycol, tocopherylacetate, triethanolamine, tripeptide-1, tripeptide-10 citrulline, vp-
eicosene copolymer, water, xanthan gum

OTHER INFORMATION

Protect this product from excessive heat and direct sun

SUNSCREEN LABEL
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Uses

*  helpz prevent zunbum

»  usge ag directed with other sun protection megsures (see
Directions), decreases the risk of skin cancer and sardy skn
Eging caused by the sun

Warmnings

»  [For edemal uss only

» Do ot e=e on demaged or broken skin

*  Siop uss s ask doolor if resh occurs

»  When using thiz produdt, keep out of eyes. Rinse with water 1o
remoye

*  Keep out of reach of children. |f swallowed, get medical hefp or
coniact Poizon Control Center right away.

DNractions

* apply liberally 15 minutes before sun exposure

»  respply: at least eveny 2 hours, immedistaly after towel drying

. u=ze & water-resisiant sunscreen if swimming or sweating

»  children under & manths: Azk a doctor

*  Sun Protecion Measures. Spanding time in the sun incresses
your risk of skin cancer and early =¥in aging. To decrease this
risk, regularly us= & sunscreen with a broed spectrum SPF
wvalue 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 sunglaszes

Inaciive

ammonium scryloyidimethyttaurate-yp copolymer, bis-
sihyhendeeyphenal methosyphenyl friazine, BHT, butyraspemmum
Pl putter exdract, caprylic capric trighyeeride, carbomer, carthamue,
esisenl slsahiRlsitrenelal. coumerin, diethhe)
gurpgylidsnemelongls. decyl glucoside. disoptonyl sebassls,
@metnizons, dimethiconol behenate, 012-15 alkyl benzoate, ghycerin,
ghycenyl stearste, hexyl cinnamal, hydrolyzed soy protein, hydrohyzed
wheat protein, impanthes albe =eed cil, limonene, linalool, methylens
Bishenzomazohlistamethybulyelanal (nanal- mephyl lactate,
methylizothiazalinone, pleg eyropages oil pnagonifisples, parfum,
p=g-100 stearate, phenoxyethancd, paaydoalieromaonas ferment
extract, propylene ghycol, inopphendacetats, tiethanolamine,
tripeptide-1, tripeptide-10 citrulline, yp-sjcosene copalymer, water,
santhen gum

Chifsar mioyrraation
Prodect this product from excessive hesat and direct sun

SUNSCREEN FACE SPF 50 SPRAY 5022

FACE SPF 50

avobenzone,octinoxate,octocrylene, oxybenzone, titanium dioxide cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:73310-5022

Route of Administration TOPICAL



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
OCTOCRYLENE (UNI: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNI:5A6 8 WGF6 WM) OCTOCRYLENE 1mg in 5 mL
OXYBENZONE (UNI: 9500S7VEQ0Y) (OXYBENZONE - UNI:9500S7VEQY) OXYBENZONE 1mg in 5 mL
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 1mg in 5 mL
OCTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNIL4Y5P7MUDS1) OCTINOXATE 1mg in 5mL
TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP) TITANIUM DIO XIDE 1mg in 5 mL
Inactive Ingredients

Ingredient Name Strength

PEG-100 STEARATE (UNIE: YDO IN1999R) 1mg in5mL
Product Characteristics
Color white (Cream) Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

NDC:73310-5022- 50 mL in 1 CONTAINER; Type 0: Not a Combination

1 2 Product

08/28/2019



ORYBENANE 25 . s
TITAMIUR DRCXIDE 2.4%:

Lisas
helps prevent sunbum
uze a< directed with other sun protecion measures (2ee

Directions), decreaszes the sk of slon cancer and early skin
aging causad by the sun

Warrings
»  |For esxdemal use only
Do mot wse on damaged or broken skin
Shop u=e and ask doolor if rash occurs
When using this product, keep out of eyes. Hinge with water to
remove

Kieep out of reach of children.  If awallowed, get medical help or
corntact Poison Control Cerer right awsy.

LNreciions

» apply liberslly 15 minutes before sun exposure

v respply: at lesst every 2 hours, immediately after towel drying

»  usa 3 waler-resistant sunscreen f swimming or swesting

» children under & months: Ask a docior

»  Gun Protecion Messarea Spending time in the sun mcreases
your risk of slan cancer and early skin aging. To decreasa this
risk, regularly use a sunscreen with a broad specirom SPF
value of 15 or higher and ofher sun proteciion messures




including:
*  limnit ime n the sun, espedially from 10 am. - 2 p.m.
v wear long-slesved shirts, pants, hats, and sunglssses

fnacthe ingradiants

ammuonium acryloyddimethyttaurate-vp copolymes, bis-
sihyibexiophsne) methoxyphenyl tiazine. BHT. butyrospammun
parkg) butter extract, capndic capric trighycanide, carbomer, carthamus,
ceteany slophal siranslol, coumarin, diethesy
awingyidecamalensts, decyl glucoside. disppropy] shacate,
dimethicone, dimathigono| behenate, c12-15 alkyl benzoate, ghycenin,
giycend stearste, heryl cinnamal, drolyzed soy protein, hydrolyzed

wheal protein, [impantes alba seed oil, imoneane, inalool, methylens

sheenzoinazail isametty butvpienol (napgy). menkny] lectate,
methylisothiazolinone, olea suropapeaa oil unasonifiables, parfum,
p=g-100 stearate, phenoxyethanal, pgeudpaliaromanss fement
extract, propylene ghycol, lacophendacatate, tnethanolamine,
tripeptide-1, tripeplide-10 citruline, yp-gicagane copolymer, water,

xanthan gum

L rmforrraation

Frotect this product from excessnee hest and direct sun

Marketing Information
Marketing Category Application Number or Monograph Citation
OTC monograph final part352

Labeler - AGEFARM SRL (439202467)

Establishment
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COSMESIT SRL 339071951
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manufacture(73310-5022)

AGEFARM SRL
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