BRIGHTENING HAND BROAD SPECTRUM SPF 20 JAFRA- avobenzone, octinoxate,
octisalate, octocrylene cream
Jafra Cosmetics International 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.

Brightening Hand Cream SPF 20

Active Ingredients Purpose
Avobenzone 3% Sunscreen
Octinoxate 7.5% Sunscreen
Octisalate 5% Sunscreen
Octocrylene 7% Sunscreen
Uses

-helps prevent sunburn
-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.

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

When using this product, keep out of eyes. Rinse with water to remove.
Warnings
For external use only

Do not use on damaged or broken skin.
Stop use and and ask a doctor if rash occurs

Directions

apply Liberally 15 minutes before sun exposure

Use a water resistant sunscreen if swimming or sweating
Reapply at least every 2 hours

children under 6 months: ask a doctor

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 amto 2 pm
wear long-sleeve shirts, pants hats, and sunglasses
Inactive Ingredients

Water/aqua, Sodium polyacrylate, Butyrospermum parkii (Shea Butter) Fruit,
Decamethylcyclopentasiloxane, Fragrance/Parfum, Pentylene Glycol, Bis-Diglyceryl Polyacyladipate-
2, Cetyl alcohol, Glycerin, Lecithin, Citrus Paradisi (Grapefruit) Fruit Extract, Citrus Aurantium Amara
(Bitter Orange) Fruit Extract, Sodium Ascorbate, Tocopherol, Helianthus Annuus (Sunflower) Seed Oil,
Panthenol, Tocopheryl Acetate, Ethylhexylglycerin, Methylisothiazolinone,Trisodium EDTA,
Allantoin, PEG-4 Laurate, lodopropynyl Butylcarbamate, Retinyl Palmitate, Palmaria Palmata (Red
Seaweed) Extract, Glycyrrhiza Glabra (Licorice) Extract, Phyllanthus Emblica Extract, Withania



Somniferia (winter cherry) Extract

fra Brightening

Brightening Hand Cream
Broad Spectrum SPF 20

75 ml 2.5 Fl. Oz. (US)

Drug Facils

Active Ingredients
fwobenzone 3.0%
Detipoxale 7.5%
Octisalate 5.0%
Octecrylens 7.0%

Usas

* P pressnt SURAU

= |1 e asdirecked with alber sun protecion
it (S Directions), decretss fhe
risk of shini cancer-and carky skin 2ging
causad by tha sun

Purpose

Sungcreern

Warnings

For exbernal use anly
Do nof use on damagad or beoken son

[ Siop use and ask @ docker | rash 0os
When using this product keep aut of eves.
Rirse wilh waler b e
Feep oul of nesch of childrén, 1 saallowed,

medical heip or cantact 8 Poson Corrol
nber FigNt ey

Directinns
= apphy libarally 15 minubes before sun
EXpELTE

* =g 8 water resistent sunscraen if
gwimming or swesting

o raanply 8l |essl seery 2 o

s chilémn under & manths: Ask & doclor

* Sun Profectson Measures, Sperding teni in
the sun increases your risk of skin cancer
and eay skin aging. To decreass this
rizk, repularty use a sunscreen with a Broad
Spactrum SPF ualue of L ar higher and
ceher sun pratection measimes incluming:
* limil time in the sun, sspesially from 10

am. - & pum
= wear kang-5lezve shirts, pants, hats, and
sunplazses
fnactive [ngredients
VWaterfAqua, Sodium Pob ate,
Bustyrospamum Parkl (Shea Buthar) Fruft,
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Aufhellende Handcreme SPF 20
Crema mani ad az'mr]e schiarente SPF 20

An age-defying SPF 20 hand cresm that brightens skin with gentle Retinyl
Palmitate, Citrus Blend Activez and Brightensmart Complex.
Ta use: Smooth on hands at anyltima of day, as often as needed.

Crama aclaradora para manos, ayudd a dar luminosidad a la piel gracias a
sus ingredientes como ¢l reting!, mezcla de citricos v activos del Complejo
Brightensmart. *FPS=Factor de Proteccidn Solar.
Instrucciones de use: Dar un suave fhasaje en las manos a cualquler hora
del dia las veges Que 5ea NECesario.

Eine Crama, die fir ein strahlenderes Hautbild sorgt und diese sanft mit
den Wirkstoffen Vitamin &, Zitrusdstrakt sowie dem , Brightensmart®
Komples;aufhellt.

Anwendung: Jederzalt aul die Hinde aultragen, bellehig oft anwenden.

Crama antl-atd per la mani con SPF'EI:}, che schiarisce dellcatamente la
pelle, & base di Retinil Palmitato ed arricchita dagli agenti attivi della
miscela di agrumi. Con Complesso Brightensmart.

Uso: Massaggiare sulle mani in qualslasl momenio della giornata o ripatare
I'applicazione pill volte al giorno secondo necessita,

INGREDIENTS: WaterMqua, Ethylkery| Metraxpopnamate, Deboerglens, Etylhexyl Salicylate, Sutyl
Methoeydibenzoyimethane, Sadium Polyaceylie. Butyrespermum Parkii [Saea Buiter} Fuit,
Decame:hylcyclapentasiorang, Fragrance/Parfum Peatviens Glycol, Bis-Digheeryl Polyacyiadipate-2,
Catyl Algotal, Gycerin, Lacithin, Citrus Peradisi (Grajefnath Fra Exfract, Crirus Aurantium Amara (Bfer
Uranga) Froit Extract, Sadium Ascorbets, Tocophernl] Halianthus Annuug {Sunfowar) Sesd Oil, Parthessl,
Tocapheryl Aeatat, Ethylheyiglyeann, Methylissthizeoinane, Trissium EDTA, Allantoin, PEG- Laprate,
ldapregyryl Butylcabamate, Ratieyl Paimitate, PAmaria Palmata (Red Seaweed) Extract, Glycyrrhiza
Glabea (Liconice) Extract, Phyllanthus Emblice :':qm Withania Someifesia [ Winber Cheary) Extract.

INGREDIENTES: Agua, Metmicaamats de Octila, Octozrilens, Salicilats de Octilo, Bubl
Metmidibanenilnetang, Poliserilalo e Sodid Manteca da Karrld (Bulyrospeemuim paeki,
Decametilciclopantasilosans, Fragantia, PanhlanGI!::l. Bes-Digliceril Pofaciladipate-2. Mcohal Catilkcn,
Glicering, Lucitina, Extracta de Tarceja (Gitrus Paradisi), Extracto de Naranja Agriz (Sitrus Auranbum
), Ascoebaty de sodia, Tocefernl, Aczibe de femilla de Girasal (Helianthus Asnuus), Fantenol,
fetaba de Tecoferilo, Elilhexiglicering, Met!i&{ﬂinrlu! aong, ERTA Trisddiza, Alantoing, PEG-£ Laurstn,
Yodopraginil Butdcarsamate, Palmitatn ée Retinilo}=xtracto dz Palmaria Palmatz, Extracty d: Regsiz

| (Glveyrrhiza glabra), Exfracts deP'hrl'x1huf. Emblics, Extractn és Withania Semnifesia,

| ACTIE INGREDMENTS: [k tinzsate/Ethihexy! Methorycinnamste 7.50 5, Qobicrylens 7.00 %
| [etizalate/Ethy eyl Sakcylate 500 %, Avobehzane/Butyl Methowdibeszoyimethans 3,00 %,

|
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BRIGHTENING 'HAND CREAM

BROAD SPECTRUM SPF 20
|

CREMA ACLARADORA PARA
MANOS CON *FPS 20
|

WITH/CON BRIGHTENSMART
|
|

75 ml € 2.5 FL 0 (US)
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Product Type

Route of Administration

Product Information

HUMAN OTC DRUG

TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

AVOBENZONE (UNIL: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX)
O CTINOXATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNIL:4Y5P7MUD51)

Item Code (Source)

BRIGHTENING HAND BROAD SPECTRUM SPF 20 JAFRA

avobenzone, octinoxate, octisalate, octocrylene cream

Basis of Strength Strength
AVOBENZONE 3 g in 100 mL
OCTINOXATE 7.5¢g in 100 mL

NDC:68828-091




OCTISALATE (UNI: 4X49Y0596W) (OCTISALATE - UNI:4X49 Y0596 W) OCTISALATE 5¢g in 100 mL
OCTOCRYLENE (UNIL: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNI:5A68 WGF6 WM) OCTOCRYLENE 7 g in 100 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIL: 059QF0KOOR)
SODIUM POLYACRYLATE (8000 MW) (UNIL: 285CY0341L)
CYCLOMETHICONE 5 (UNII: 0THT5PCIOR)
PENTYLENE GLYCOL (UNI: 50C1307PZG)
CETYL ALCOHOL (UNIL: 936JST6JCN)
GLYCERIN (UNIl: PDC6A3C00X)
EGG PHOSPHOLIPIDS (UNIL: 1274184RGV)
GRAPEFRUIT (UNI: O82C39RR8C)
SODIUM ASCORBATE (UNII: SO33EH8359)
TOCOPHEROL (UNI: ROZB2556P8)
SUNFLO WER OIL (UNII: 3W1JG795YI)
PANTHENOL (UNI: WW9CMO00O67Z)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)
METHYLISOTHIAZOLINONE (UNIL: 229D0E1QFA)
EDETATE TRISODIUM (UNIL: 4201P921MB)
ALLANTOIN (UNII: 344S277G0Z)
PEG-4 LAURATE (UNI: AYF4VM3N1Z7)
IODOPROPYNYL BUTYLCARBAMATE (UNI: 603P14DHEB)
VITAMIN A PALMITATE (UNIL: 1DIKONOVVC)
LICORICE (UNIL: 61ZBX54883)
PHYLLANTHUS EMBLICA FRUIT (UNII: YLX4CW2576)

Packaging
# Item Code Package Description WAL S SV L8
Date Date
1 NPCO8828-091 4y 1 pox 05/30/2012
1 NDC:68828-091- 75 mL in 1 BOTTLE; Type 1: Convenience Kitof Co-
02 Package

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 05/30/2012

Labeler - jafra Cosmetics International Inc (041676479)

Registrant - Jafra Cosmetics International Inc (041676479)



Jafra Manufacturing, S.A. de C.V. 814732061 manufacture(68828-091)

Revised: 5/2019 Jafra Cosmetics International Inc
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