VIVIER SHEER SPF 30 MINERAL- titanium dioxide, zinc oxide lotion
Vivier Pharma, Inc.

Vivier Sheer SPF 30 Mineral

Drug Facts

Active ingredients (w/w)
Octinoxate 7.5% Avobenzone 2.5%

Ensulizole 2%

Purpose

Sun Protectant

Uses

* Helps prevent sunburn * Sun Protection Factor 30 ¢ 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 broken skin.

When using this product

avoid contact with eyes. If contact occurs, rinse thoroughly with water.

Stop use and ask a doctor if

rash occurs.

Keep out of reach of children.

If swallowed, call a poison control centre or get medical help right away.

Directions

Adults and children over 6 months of age: « Apply liberally and evenly 15 minutes
before sun exposure ¢ Reapply 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 value of 15



or higher and other sun protection measures including: ¢ Limit time in the sun, especially
from 10 a.m.- 2 p.m.; and ¢ wear long-sleeved shirts, pants, hats, and sunglasses.

Other information
Store at room temperature (15-30°C / 59-86°F).

Inactive ingredients

Butylated Hydroxytoluene, Butylparaben, Carbomer, Cetyl Alcohol,

Dimethicone, Disodium EDTA, D-Panthenol, Ethylparaben, Hydrogenated Palm
Glycerides, Methylparaben, Octyldodecanol, Octyldodecyl

Neopentanoate, Phenoxyethanol, Potassium Cetyl Phosphate, Propylene Glycol,
Propylparaben, Sodium Hydroxide, Stearic Acid, Tocopheryl Acetate, Triethanolamine,
W ater.

Questions?
1 877 484 8437

Package Labeling:
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Medicinal ingredients / des enfants. En cas d'ingestion,
Ingredients medicinaux appeler immédiatement un centre
Titanium Dioxide 10% / antipoison ou obtenir une assistance
Dioxyde de Titane 10 % médicale

Zinc Oxide 8% / Cette unité est emballée dans un

Oxyde de Zinc 8 % contenant extérieur. Veuillez vous y

référer pour consulter toute l'information
sur le médicament.

Questions? 1 877 484 8437
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Product Facts (continued) /
Informations sur le produit (suite)

Non-medicinal ingredients /
non-médicinaux
AMumina, Ammonium AcryloyidimetfrytauratavP
Copobymer, Bis PEG/PPG-16/16 PEG/PPG-16/16
Dimethicone, Butyiparaben, C12-15 Alkyl Benzoate,
Camedia Sinensis (Green Tea) Exiract, Caprylic/Capeic
Triglyceride, Ceteareih 20, Cetearyl Alcohol, Cetyl
Dimethicone, Citrus Aurantium Dulcis (Orange) Pesl

{Sugar Cane) Extract, Sodium Ascortyl Phosphte,
Tocophenyl Acetate, Tristhawycaprylylsilane, VP/Eicosens
Copobymer, Water/Eau, Xanthan Gum,

(Questions ? 1877 484 8437
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Product Facts

Medicinal ingredients Purpose
;mmgde 10% } Sunscreen
Uses » Helps prevent sunburm and provides a sun

protection factor of 30. = If used as directed with
other sun protection measures (see Directions),
decreases fhe risk of skin cancer and early skin
aging caused by the sun.

Warnings

For external use only.

Do not use on broken skin

When using this product avoid contact with eyes. If
contact occurs, finse thoroughly with water,

Siop use and ask a doclor if rash ocours.

Keep out of reach of children.
If swallowed, call a poison control centre or get
medical help right away

Directions Adults and chibdren over & months of
age: » Apply daily to face, neck and chest. » Apply
liberally and evenly 15 minutes before sun exposure.
» Reapply at least every 2 hours, » Use a waler
resistant sunscreen if swimming or sweating. s Sun
Protection Measures: Spending time in the sun
increases your risk of skin cancer and early skin
aging. To decrease this risk, requiarly use a
sunscreen with a Broad Spectrum SPF value of 15 or
Tighér and other sun protection measures including
« limit time in the sun, especially from

i0lam. - 2p.m. ; and = wear long-sleeved shirts,
pants, hats, and sunglasses. = ideal for daily use.

Other information
Store at room temperature (15-30°C / 59-86°F). »-
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Informations sur le produit
Ingrédients médicinaux Utilite
Dioxyde de Titane 10 % :
Onyce de Zinc 8% }  Eomsolaie

Usages = Aide & prévenir les coups de soleil et
ofire un facteur de protection solaire de 30. « Sile
produit est utilisé selon les insirucions et avec
d'artres mesures de protection contre be solail (voir
le Mode d"empioi), ke risque de cancer de |a peau et
de vieilissement prématuré de [a peau causé par le
soleil est réduit

Mises en garde

Pour usage externe seulement.

Ne pas utiliser sur une peau éraflée

Lorsque vous uiilisez ce produit fwter lout
contact avec les yeux. Le cas échéant, bien rincer
avec de l'eau

Cessez d'utiliser et consultez un médecin si une
éruption cutanée se développe

Garder hors de la portée des enfants.

En cas d'ingestion, appeler immeédiatement un
cefitre antipoison ou oblenir une assistance
médicale

Mode d'emploi Adultes et enfants de plus de
& mois: » Appliquer quolidiennement au visage, cou
et décolleté. » Appliquer abondamment et
uniformément 15 minutes avant I'exposition au
soleil. « Appliquer de nouveai au moins toutes les
2 hewres. » Utiliser un écran solaire resistant &
I'edaw lors d'une activité aquatique cu sily a
transpiration.  Mesures de protection contre le
soleil: Passer du temps au soled augmente le
risque de cancer de ka peau &t du weillissement
prématuré de la peau. Afin de diminuer ce risque, il
convient d'utiliser réguidrement un écran solaire
avec un F.P.S. & large spectre d"au mains 15 et
d'appliquer ' autres mesures de protection contre
le soleil, telles que: « kméter le flemps passé au
soleil, notamment entre 10 - 14h; et « porter des
chemises & manches longues, des pantalons, un
chapeau el des luneties de soleil. « ldéal pour
utilisation quatidienna

Autre renselgnement Conserver & la
température ambiante (15-30 °C/50-86°F).  w-

VIVIER SHEER SPF 30 MINERAL

titanium dioxide, zinc oxide lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:67226-2850

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength
ZINC OXIDE (UNIi: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE
TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII:15FIX9V2JP) TITANIUM DIOXIDE

Strength
80 mg inl1lmL
100 mg in1mL

Inactive Ingredients

Ingredient Name Strength
DIMETHICONE (UNII: 92RU3N3Y10)

DIPROPYLENE GLYCOL DIBENZOATE (UNIl: 60A5ZDY410)

ETHYLPARABEN (UNII: 14255EXE39)

GLYCERIN (UNIl: PDC6A3C0O0X)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)




PHENOXYETHANOL (UNII: HIE492ZZ 3T)

ETHYL BENZOATE (UNII: J115BRJ15H)

POLYSORBATE 20 (UNIl: 7T1F30V5YH)

PROPYLPARABEN (UNII: Z8IX2SC10H)

APPLE (UNIIl: B423VGH559)

SUGARCANE (UNII: 81H2R5A0H3)

SODIUM ASCORBYL PHOSPHATE (UNII: 836SJG51DR)
TRIETHOXYCAPRYLYLSILANE (UNII: LDC331PO08E)
XANTHAN GUM (UNII: TTV12P4NEE)

.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
WATER (UNIl: 059QFOKOOR)

ALUMINUM OXIDE (UNII: LMI2606933)

ISOPROPYL TITANIUM TRIISOSTEARATE (UNII: 949E3KB]J1I)
METHYLPARABEN (UNII: A2I8C7HIOT)

GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)
AMMONIUM ACRYLOYLDIMETHYLTAURATE/VP COPOLYMER (UNII: W59H9296ZG)
BIS-PEG/PPG-16/16 PEG/PPG-16/16 DIMETHICONE (UNIl: 55A74AJ3KB)
BUTYLPARABEN (UNII: 3QPI1U3FV8)

ALKYL (C12-15) BENZOATE (UNII: A9E]3J61HQ)

GREEN TEA LEAF (UNIl: W2ZU1RY8BO)

MEDIUM-CHAIN TRIGLYCERIDES (UNII: C9H2L21V7U)
POLYOXYL 20 CETOSTEARYL ETHER (UNII: YRC528SWUY)
CETOSTEARYL ALCOHOL (UNII: 2DMT128M1S)

ORANGE PEEL (UNII: TI9T76XD44)

LEMON PEEL (UNIl: 720054U628)

CYCLOMETHICONE 6 (UNIl: XHK3U310BA)
CYCLOMETHICONE 5 (UNII: OTHT5PCIOR)

Packaging
# Item Code Package Description Marketing| Start
Date
NDC:67226- :
1 2850-0 1in 1 CARTON 01/05/2023
1 60 mL in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC Monograph Drug MO020 01/05/2023

Labeler - vivier Pharma, Inc. (250996550)

Revised: 10/2023

Marketing End
Date

Marketing End
Date

Vivier Pharma, Inc.
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