HERMES PLEIN AIR NATURAL ENHANCING COMPLEXION BALM SPF 30
SUNSCREEN 80 BARENIA- titanium dioxide cream
COMPTOIR NOUVEAU DE LA PARFUMERIE

Hermes Plein Air Natural Enhancing Complexion Balm SPF 30 Sunscreen - 80
BARENIA

Drug Facts

Active ingredient
Titanium Dioxide 7.3%

Purpose

Sunscreen

Uses

e Helps prevent sunburn

e |If used as directed with other sun protection mesures (see Directions), decreases
the risk of skin cancer and early skin ageing caused by the sun.

Warnings

For external use only.

Do not use

on damaged or broken skin.

Stop use and ask a doctor

if rash occurs.

When using this product

keep out of eyes. Rinse with water to remove.

Keep out of reach of children.

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

Directions

e Apply liberally and evenly 15 minutes before sun exposure.
e Children under 6 months age: Ask a doctor.

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



e Reapply immediately after towel drying.

e 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, hats, and sunglasses. Sun
Protection Measures.

Inactive ingredients

AQUA (WATER), METHYL TRIMETHICONE, NEOPENTYL GLYCOL DIETHYLHEXANOATE,
DIMETHICONE, DIPROPYLENE GLYCOL, PEG-10 DIMETHICONE, CYCLOPENTASILOXANE,
VINYL DIMETHICONE/ METHICONE SILSESQUIOXANE CROSSPOLYMER, PENTYLENE
GLYCOL, BUTYLENE GLYCOL, GLYCERIN, PHENOXYETHANOL, POLYGLYCERYL-2
DIISOSTEARATE, SORBITOL, PARFUM (FRAGRANCE), DISTEARDIMONIUM HECTORITE,
TRIMETHYLSILOXYSILICATE, SODIUM CITRATE, SODIUM CHLORIDE, STEARIC ACID,
CAPRYLIC/CAPRIC TRIGLYCERIDE, ALUMINA, TOCOPHEROL, GLYCINE,

DIMETHICONE/ VINYL DIMETHICONE CROSSPOLYMER, BENZYL SALICYLATE, SODIUM
HYALURONATE, SCUTELLARIA BAICALENSIS ROOT EXTRACT, LIMONENE, OENOTHERA
BIENNIS (EVENING PRIMROSE) SEED EXTRACT, MORUS ALBA BARK EXTRACT,
GERANIOL, CITRONELLOL, LINALOOL, HYDROXYCITRONELLAL [+/- (MAY CONTAIN) :
MICA, CI 77891 (TITANIUM DIOXIDE), Cl 77491/CI 77492/ Cl 77499 (IRON OXIDES)].

Other information

Protect the product in this container from excessive heat and direct sun.

Package Labeling:82494-008-01
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J Drug Facts
Active J'ngred}ent

J Titanium Dioxide 7.3%

Uses
u Halps prevent sunbum
mif used as directed with other sun protection mesures (see

Directions), docreases the risk of skin cancer and early skin Ji

B aoeing caused by the sun.

Warnings
For o use only.

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

J When using this product keep oul of eyes. Rinse with waler lo
FEmIovE. I
Keep out of reach of children. If swallowed, gat medical halp or |

1 contact a Poison Control Cenler right away.

Directions

u Apply liberally and evenly 15 minuies before sun exposura.
m Children under & months age: Ask a doclor,

m Uiz a water-resistant sunscreen if swimming or Swisating.

# |imit tim in the sun, especially from 10 2m-2 p.m.
B = Wear long-sleoved shirts, hals, and sunglasses.

Inactive ingredients

AQUA (WATER), METHYL TRIMETHICONE, NEOPENTYL
GLYCOL DIETHYLHEXANOATE, DIMETHICONE,
DIPROPYLENE GLYCOL, PEG-10 DIMETHICOMNE, @
CYCLOPENTASILOXANE, VINYL DIMETHICONE/
METHICONE SILSESQUIOXANE CROSSPOLYMER, i
PENTYLENE GLYCOL, BUTYLENE GLYCOL, GLYCERIN,
PHENOXYETHANOL, POLYGLYCERYL-2 DIISOS-
TEARATE, SORBITOL, PARFUM (FRAGRANCE),
DISTEARDIMONIUM HECTORITE, TRIMETHYLSILOXY-
SILICATE, SODIUM CITRATE, SODIUM CHLORIDE,
STEARIC ACID, CAPRYLIC/CAPRIC TRIGLYCERIDE,
ALUMINA, TOCOPHEROL, GLYGINE, DIMETHICONE/
VINYL DIMETHICONE CROSSPOLYMER, BENZYLJ

SALICYLATE, SODIUM HYALURONATE, SCUTELLARIA R

BAICALENSIS ROOT EXTRACT, LIMONEME.Q
OENOTHERA BIENNIS (EVENING PRIMROSE) SEED N
EXTRACT, MORUS ALBA BARK EXTRACT, GERAMIOL,
CITROMELLOL, LINALOOL, HYDROXYCITROMELLAL

[+/- (MAY CONTAIN) : MICA, CI 77891 (TITANIUM
DIOXIDE), CI 77491/C1 77492/ CI 77459 (IRON OXIDES)).

Other information
Protect the product in this container from excessive heal and
direct sun.

Package Labeling:82494-008-17
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Drug Facts Wamfngs W Use 3 wetar-rasiztant sunscraen if swimming or swaating.

g A : For extenal use only. Do not use on damagad or broken skin, M Reapply atleast every 2 hours.
Active ingredient (w/w) Purpose Stop use and ask a doctor if rash occurs. When using this W Reapply immediately after towsl drying. :
Titanium Dioxide 7.3% Sunzcreen  product keep out of eyes. Ainze with water to remove. Keep out of B Sun Protection Measures. Spending time in the sun increases

Uses

W Helps surbum

W If usad g5 directed with other sun protection masures [see
Directions), decrezses the risk of skin cancer and sarly skin
apaing causad by tha sun.

Drug Facts joatiued)

INACTIVE INGREDIENTS

AQUA (WATER), METHYL TRIMETHICONE, MWEQPENTYL
GLYCOL DIETHYLHEXANOATE, DIMETHICOME,
DIPROPYLEME GLYCOL, PEG-10 DIMETHICOME,
CYCLOPENTASILOXANE, VINYL DIMETHICOMEMETHICONE
SILSESQUIOKANE CROSSPOLYMER, PENTYLEME GLYGOL,
BUTYLENE GLYCOL, GLYCERIN, PHENOXY- ETHANOL,
POLYGLYCERYL-2 DNSOSTEARATE. SORBITOL. PARFUM

reach of children. I swallowad, get madical halp or contact a
Paison Cantrol Genter right zeay.

Directions
W Apoly liberally and evenly 15 minutes befiors sun expeosure.
W Children under 6 months age: Ask a dochor.

(FRAGRAMCE), DISTEARDIMOMNIUM HECTORITE. TRIMETHYL-
SILOMYSILICATE, SODIUM CITRATE, SODIUM CHLORIDE,
STEARIC ACID, CAPRYLIG/CAFRIG TRIGLYCERIDE,
ALUMINA, TOGOPHEROL, GLYCINE. DIMETHIGOMEMNINYL
DIMETHICONE CROSSPOLYMER. BEMZYL SALICYLATE,
SODIUM HYALUROMNATE. SCUTELLARIA BAICALENEIS ROOT
EXTRACT. LIMOMENE. OEMOTHERA BIENNIS (EVENING

PRIMROSE) SEED EXTRACT, MORUS ALBA BARK
EXTRACT, GERAMIOL, CITRONELLOL, LIMALOOL,
HYDROXYCITRONELLAL

your risk of =kin cancer and early skin aging. To decreass this rzk,
regulary use 3 sunscreen with 2 Broad Spectrum 5PF value of 15 ar
higher and other sun profection maasures including:
» Limit time in the sun, espacially from 10 am-2 pm.

« Wear long-skeved shirts, hets, end sunglasses. ’

[+/- MAY CONTAIN) - MICA, CI 77891 [TITAMILM DICXIDE), Ci
T7481/C1 77402/ G 77400 JRON OXIDES]L

Other Information
Profect the product in thiz container from sxcesave heat and
direct aun.

Distributed by Hermés
of Paris 55 east 5%9th street,
Gth floer New York; Mew York 10022
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Drug Facts {ontiued)

Active ingredient Purpose
Titanium Dioxide 7.3%  Sunscreen

USES

m Helps prevent sunbum
m |f used as directed with other sun

protection mesurez (ses Directions),
decreases the risk of skin cancer and early
skin ageing caused by the sun.

WARNINGS

For external use only.

Do ot use on damaged or broken skin.

Stop use and ask a doctor if rash occurs.
When using this product keep out of eyes.
Rinse with water to remave.

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

DIRECTIONS

m Apply liberally and evenly 15 minutes
before sun exposure.

m Children under 6 months age: Ask a
doctor.

m Use a water-resiztant sunscreen if
swimming or sweating.

m Reapply at least every 2 hours.

m Reapply immediately after towel drying.

m 3un Protection Measures. Spending time
in the sun increases your risk of skin cancer
and early skin aging. To decreass this risk,
reguladly use a sunscreen with a Broad
Spectrum SPF value of 16 or higher and other
3UN protection measwres including:

- Limit time in the sun, especially from 10 am-

2 pam.
- Wear long-slesved shirts, hats, and sunglasses.

4

Cistributed by Hermis
of Parts 55 east 59th strest,
&th floor MNew York; NewYork 10022

HERMES PARFUMS
23, rue Bokssy d'Anglas. 75008 Paris. France
MADE M JAPAM

INACTIVE INGREDIENTS
AQUA (WATER), METHYL
TRIMETHICOME, NEQPENTYL
GLYGOL DIETHYLHEXAMOATE,
DIMETHIGONE, DIPROPYLENE
GLYGOL, PEG-10 DIMETHICOME,
CYCLOPENTASILOXAME, WVINYL
DIMETHICONE/METHICONE
SILSESQUIOXANE GROSSPOLY-
MER, PENTYLENE GLYCOL,
BUTYLENE GLYCOL, GLYCERIN,
PHEMOXYETHANOL, POLYGLYCE-
RYL-2 DISOSTEARATE, SORBITOL,
PARFUM (FRAGRAMNCE), DIS-
TEARDIMONIUM HECTORITE,
TRIMETHYLSILOXYSILICATE,
SODIUM CITRATE, SODIUM
CHLORIDE, STEARIC AGID,
CAPRYLIG/CAPRIC TRIGLYCE-
RIDE, ALUMINA, TOGOPHEROL,
GLYGINE, DIMETHICONENINYL
DIMETHICONE CROSSPOLYMER,
BEMZYL SALICYLATE, SODIUM
HYALURONATE, SCUTELLARIA
BAIGALENSIS ROOT EXTRAGT,
LIMONENE, OENCTHERA BIENNIS
[EVENING PRIMROSE) SEED
EXTRACT, MORUS ALBA BARK
EXTRACT, GERANIOL, CITRO-
NELLOL, LINALOQL, HYDROKXY-
CITRONELLAL

[+/- (MAY CONTAIN) : MICA, CI
77881 (TITANIUM DICXIDE), CI
TT491/C1 77492/C] 77499 (IRON
OMIDES.

OTHER INFORMATION
Protect the product in this
container from ewcessive heat
and direct sun.

40 ml
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titanium dioxide cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:82494-008

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

TITANIUM DIOXIDE (UNII: 15FIX9V2)P) (TITANIUM DIOXIDE - UNII:15FIX9V2JP)  TITANIUM DIOXIDE 73 mg in1mL

Inactive Ingredients

Ingredient Name Strength




WATER (UNIl: 059QFOKOOR)

METHYL TRIMETHICONE (UNIl: S73ZQIOGXM)

NEOPENTYL GLYCOL DIETHYLHEXANOATE (UNIl: U68ZV6W62C)
DIMETHICONE (UNII: 92RU3N3Y10)

DIPROPYLENE GLYCOL (UNIl: E107L85C40)

PEG-10 DIMETHICONE (600 CST) (UNIl: 8PR7V1SVMO)
CYCLOMETHICONE 5 (UNIl: OTHT5PCIOR)

VINYL DIMETHICONE/METHICONE SILSESQUIOXANE CROSSPOLYMER (UNIl: 9NH1UDD2RR)

PENTYLENE GLYCOL (UNIl: 50C1307PZG)
BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

GLYCERIN (UNIl: PDC6A3C0OX)

PHENOXYETHANOL (UNII: HIE492ZZ 3T)
POLYGLYCERYL-2 DIISOSTEARATE (UNIl: DG195GP57P)
SORBITOL (UNIl: 506T60A25R)

DISTEARDIMONIUM HECTORITE (UNII: X687XDK09L)
SODIUM CITRATE (UNIIl: 1Q73Q2JULR)

SODIUM CHLORIDE (UNII: 451W471Q8X)

STEARIC ACID (UNII: 4ELV7Z65AP)

MEDIUM-CHAIN TRIGLYCERIDES (UNIIl: CO9H2L21V7U)
ALUMINUM OXIDE (UNII: LMI2606933)
TOCOPHEROL (UNIl: ROZB2556P8)

GLYCINE (UNII: TE7660X01C)

BENZYL SALICYLATE (UNIl: WAO5MNK9TU)
HYALURONATE SODIUM (UNIl: YSE9PPT4TH)
SCUTELLARIA BAICALENSIS ROOT (UNII: 7J95K7ID2S)
LIMONENE, (+)- (UNIl: GFD7C86Q1W)

EVENING PRIMROSE OIL (UNIl: 3Q9L0O8K71N)
MORUS ALBA BARK (UNIl: 7071A48NDP)

GERANIOL (UNII: L837108USY)
.BETA.-CITRONELLOL, (R)- (UNIl: P010UT964K)
LINALOOL, (+/-)- (UNIl: D81QY6I88E)
HYDROXYCITRONELLAL (UNIl: 8SQO0VA4YUR)

Packaging
# Item Code Package Description Marketing Start
Date

1 NDC:82494-008- 1 mL in 1 BAG; Type 0: Not a Combination 01/15/2022

01 Product
2 \DC:82494-008- 4 in 1 carTON 01/15/2022
2 17 mLin 1 TUBE; Type 0: Not a Combination

Product

3 082494008 4 in 1 carTON 01/15/2022
3 40 mL in 1 TUBE; Type 0: Not a Combination

Product

Marketing Information
Marketing Application Number or Monograph Marketing Start

Marketing End
Date

Marketing End
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