LAB SERIES SKINCARE FOR MEN BB TINTED MOISTURIZER BROAD SPECTRUM
SPF 35- octinoxate, octisalate, oxybenzone, titanium dioxide, and zinc

oxide liquid

Aramis 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.

LAB SERIES SKINCARE FOR MEN

BB TINTED MOISTURIZER BROAD SPECTRUM SPF 35
Drug Facts

Active ingredients

Octinoxate 7.5%
Octisalate 4.0%
Oxybenzone 2.5%
Titanium Dioxide 2.2%
Zinc Oxide 2.0%

Purpose

Sunscreen

Uses

e 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 product is swallowed, get medical help or contact a
Poison Control Center right away.

Directions

For sunscreen use:
e apply liberally and evenly 15 minutes before sun exposure



e reapply at least every two hours

e use a water resistant sunscreen if swimming or sweating

e 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:

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

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

children under 6 months of age: ask a doctor

Inactive ingredients

water\aqua\eau-trioctyldodecyl citrateemethyl trimethiconesdimethicone*octyldodecyl
stearoyl stearateebutylene glycolephenyl trimethiconeepentylene glycolsglyceryl
stearatesbehenyl alcoholepolymethylsilsesquioxanee*peg-40 stearateepolyglyceryl-10
pentastearatesacetyl glucosamineetocopheryl acetateesodium
hyaluronateelecithinesqualanee*sigesbeckia orientalis (st. paul's wort) extractehordeum
vulgare (barley) extract\extrait d'orgee triticum vulgare (wheat) germ extractelaminaria
saccharina extractecucumis sativus (cucumber) fruit extractepyrus malus (apple) fruit
extractescutellaria baicalensis root extractecaffeinescholesteroleglycerinesodium
pcaepolyglyceryl-6 polyricinoleateeoryzanoletrehalosesoctyldodecyl
neopentanoatecacetyl hexapeptide-8«propylene glycol stearateepropylene glycol
laurateeisopropyl myristateealuminum hydroxideesodium stearoyl lactylatesxanthan
gumesucroseesurea*acrylates/ammonium methacrylate copolymeredisodium
edtasammonium acryloyldimethyltaurate/vp copolymeresilicasisopropyl titanium
trisostearateesorbitan laurateepolysorbate 20+ polyquaternium-51estearic acidelinoleic
acideglycyrrhetinic acidstriethyl citrateetriacetinebhtesodium sulfiteesodium
metabisulfiteepotassium sorbateespentaerythrityl tetra-di-t-butyl
hydroxyhydrocinnamateephenoxyethanolechlorphenesinesodium dehydroacetatee[+/-
iron oxides (ci 77491)eiron oxides (ci 77492)«iron oxides (ci 77499)titanium dioxide (ci
77891)] <in48883>

Other information

protect the product in this container from excessive heat and direct sun

PRINCIPAL DISPLAY PANEL - 50 ml Bottle Carton
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SKIN BENEFITS

Blur imperfactions and aven skin tone with
natural coverage

Inatantly hydrate skin

Defend against UVA/UVE rays

TEXTURE
Easy-to-spread tinted cream

USAGE

Apply evenly to clean face svery morning. Wash
hands after use.

Drug Facts (continued)

» limit time in the sun, especially
from 10 &.m. - 2 p.m.
« wear long-sleeved shirts, pants,
hats and sunglasses
» children under & months of age:
azk a doctor

Drug Facts

Active ingredients
Octinoxate 7.5%
Octizalate 4.0%
Oybenzons 2.5% Sunscreen
Titaniumn Dioxide 2.2%

Zinc Oxide 2.0%

Purpose

Uses

» helps pravent sunburn

» if used as directed with other sun protection
measures (zee Directions) decreazes the risk of =in
cancer and early skin aging causad by the sun

Warnings
For external use only
Do not use on damaged or broken skin

Inactive ingredients
wateriaqualeau - trioctyldodacyl citrata
mathyl frimethicona - dimethizona-
cetyidodecyl stearoyl stearata- butylena ghyoal-
phenyl frimethicana- pantylens gycal -
giyearyl stearata -behery| alcohol-
palymthylsilsesquickans- peg-40 stearata -
palyglycaryl-10 pentestearata - acety|
glueosaming- tocopharyl acetats- sodjum
Fyaluranate- lacithin- squalans -sigesheckia
oriantalis (st paul’s wart) axfract- hardeum
vulgare (barlay] extractiexirait d'orpa -
triticum vulgara (wheat) germ extract.
laminaria saccharina extract cucumis sativus
(eucumber) fruit extract-pyrus malus (appla)
fruit ewtract- scutellaria baicakensis root
eytract- caffaing - cholasteral -glycerin- sodium
pea-palyglycen-6 polyricinoleate- aryzand -
trahalosa- octyldodacy| neapantanoats - acatyl
hexapaptida-4-prapylene glycal stearata-
propylene ghycol laurate- isopropyl myristate -
Juminum hydrogide- sodium stearsyl lactylate-

When wsing this product keep out of ayes. Rinza
with watar to ramave.

Stop use and ask a doctor if rash ocours

Keep out of reach of children. f product i
swallowed, get medical help or contact a Poizon Control
Canter right away.

Directions

For sunzcresn use:

» apply liberally and evenly 15 minutes before sun
EX[SUNE

» reapply at least every two hours

» yse 4 water resistant sunscraen if swimming or
oweating

» Sun Protection Measures. Spending time in the sun
increases your rigk of skin cancer and early skin
aging. To decreass this risk, regularly usa a
sunzcresn with a Broad Spectrum SPF value of 15 or
higher and ather sun protection measures including: ®

xanthan gurm - sucross - ursa - aerylatesy
ammenium methacrylate copolymer - disadium
edta-ammanium acryloyldimethyltaurat s fvp
copolmer-silica -isopropyl Gtanium
triisnstaarata- sorbitan [aurate- polysorbata
20« polyquaternium -51 - stearic acid- linoleic
acid - ghycyrrhetinic acid - triathyl citrata.
triacetin - bht- sodium sulfita - sodium
matabizsulfita - potassium sorbate-
partmarythrityl tatra-di-t-buy|
hydrogyhydrozinna mate- phencayethanol-
chlorphenesin -sodium dehydroacetata-
[+ iron cides (cf 77421 )-iran oxidas

i 77492) -iron owides (¢ 774%3)- titanium
dioide (ei 77891]] <iln4e20a:
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protact the product in this containar from
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LAB SERIES SKINCARE FOR MEN BB TINTED MOISTURIZER BROAD

SPECTRUM SPF 35

octinoxate, octisalate, oxybenzone, titanium dioxide, and zinc oxide liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
OCTINOXATE (UNIl: 4Y5P7MUD51) (OCTINOXATE - UNII:4Y5P7MUD51)
OCTISALATE (UNII: 4X49Y0596W) (OCTISALATE - UNII:4X49Y0596W)
OXYBENZONE (UNIIl: 9500S7VEQY) (OXYBENZ ONE - UNII:9500S 7VEQY)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII: 15FIX9V2)P)
ZINC OXIDE (UNIl: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z)

Inactive Ingredients

Ingredient Name
BUTYLENE GLYCOL (UNII: 3XUS85KO0RA)
PHENYL TRIMETHICONE (UNII: DROK5NOJ4R)
PENTYLENE GLYCOL (UNII: 50C1307PZG)
GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)
DOCOSANOL (UNIl: 9G10E216XY)
PEG-40 STEARATE (UNIl: ECU18C66Q7)
N-ACETYLGLUCOSAMINE (UNII: V956696549)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
HYALURONATE SODIUM (UNII: YSE9PPT4TH)
SQUALANE (UNIl: GW89575KF9)
WHEAT GERM (UNII: YR3G369F5A)
SACCHARINA LATISSIMA (UNIIl: 68CMP2MB55)
CUCUMBER (UNII: YY7C30VXJT)
APPLE (UNII: B423VGH5S9)
SCUTELLARIA BAICALENSIS ROOT (UNII: 7J95K7ID2S)
CAFFEINE (UNII: 3G6A5W338E)
CHOLESTEROL (UNIl: 97C5T2UQ7))
GLYCERIN (UNIl: PDC6A3C0O0X)
SODIUM PYRROLIDONE CARBOXYLATE (UNIl: 4690TG57A2)
ORYZANOL (UNIl: SST9XCL51M)
TREHALOSE (UNIl: BBWCK70T7I)
OCTYLDODECYL NEOPENTANOATE (UNIl: X8725R883T)
ACETYL HEXAPEPTIDE-8 (UNII: L4EL31FWL)
PROPYLENE GLYCOL MONOSTEARATE (UNII: MZM11680W0)
PROPYLENE GLYCOL MONOLAURATE (UNIl: 668Z5835Z3)
ISOPROPYL MYRISTATE (UNIl: ORESKA4LN]JS)
ALUMINUM OXIDE (UNII: LMI2606933)

Basis of Strength
OCTINOXATE
OCTISALATE

OXYBENZ ONE
TITANIUM DIOXIDE
ZINC OXIDE

NDC:42472-011

Strength

75 mg
40 mg
25 mg
22 mg
20 mg

in 1 mL
in1mL
in 1 mL
in 1 mL

in 1 mL

Strength



SODIUM STEAROYL LACTYLATE (UNII: IN99IT31LN)
XANTHAN GUM (UNII: TTV12P4NEE)

SUCROSE (UNII: C151H8M554)

UREA (UNIl: 8W8T17847W)

EDETATE DISODIUM (UNIl: 7FLD91C86K)

AMMONIUM ACRYLOYLDIMETHYLTAURATE/VP COPOLYMER (UNII: W59H9296ZG)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

ISOPROPYL TITANIUM TRIISOSTEARATE (UNII: 949E3KB]1I)
SORBITAN MONOLAURATE (UNIIl: 6WOPS8B71))
POLYSORBATE 20 (UNIl: 7T1F30V5YH)

STEARIC ACID (UNII: 4ELV7Z65AP)

LINOLEIC ACID (UNII: 9KJL21T0Q)J)

ENOXOLONE (UNIl: P540XA09DR)

PENTAERYTHRITOL TETRAKIS(3-(3,5-DI-TERT-BUTYL-4-HYDROXYPHENYL)PROPIONATE) (UNII:

255PIF62MS)

PHENOXYETHANOL (UNII: HIE492ZZ 3T)
CHLORPHENESIN (UNII: 1670DAL4ASZ)

SODIUM DEHYDROACETATE (UNIl: 8W46YN971G)
FERRIC OXIDE RED (UNII: 1KO9F3G675)

FERRIC OXIDE YELLOW (UNII: EX43802MRT)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
WATER (UNIl: 059QFOKOO0R)

TRIOCTYLDODECYL CITRATE (UNIl: 35X8CTO063R)
METHYL TRIMETHICONE (UNIl: S73ZQI0OGXM)
DIMETHICONE (UNII: 92RU3N3Y10)
OCTYLDODECYL STEAROYL STEARATE (UNII: 3D47Q6D93C)

Packaging
# Item Code Package Description Marketing Start
Date
1 (DC42472:01 4 i 1 carTON 11/19/2020
1 50 mL in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC monograph final M020 04/24/2011

Labeler - aramis inc. (042918826)
Registrant - Estee Lauder Companies Inc. (790802086)

Establishment

Name Address ID/FEI Business Operations

Marketing End
Date

Marketing End
Date



Estee Lauder N.V. 370151326 pack(42472-011) , manufacture(42472-011) , label(42472-011)

Revised: 5/2023 Aramis Inc.
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