EVE LOM RADIANCE PERFECTED TINTED MOISTURISER SPF 15- titanium dioxide and
octinoxate cream
Space Brands Limited

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.

Eve Lomg Radiance Perfected Tinted Moisturiser SPF 15

Drug Facts

Active Ingredients Purpose
Octinoxate 5% Sunscreen
Titanium Dioxide 6.2% Sunscreen
Uses

® helps prevent sunburn
e if used as directed with other sun protection measure (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 swallowed, get medical help or contact a Poison Control Center right
away.

Directions
apply liberally 15 minutes before sun exposure
children under 6 months of age: Ask a doctor
reapply at least every 2 hours
use a water-resistant sunscreen if swimming or sweating
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 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-sleeve shirts, pants, hats, and sunglasses

Inactive ingredients

water, dimethicone, ¢ 12-15 alkly benzoate, propylene glycol dicaprylate/dicaprate, glycerin,
isododecane, butylene glycol, silica, talc, cetyl PEG/PPG-10/1 dimethicone, synthetic beeswax,
polyglyceryl-3 diisostearate, sodium chloride, phenoxyethanol, zinc stearate, caprylic/capric
triglyceride, disodium EDTA, disteardimonium hectorite, triethoxycaprylylsilane, sodium
dehydroacetate, chlorphenesin, tocopheryl acetate, alcohol, ascorbyl palmitate, aluminum hydroxide,
sodium hyaluronate, pancratium maritimum extract, rubus idaeus leaf cell culture.



May contain: titanium dioxide, iron oxides.

Other information
e protect this product from excessive heat and direct sun
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pratection measures (see Directions),
decreases the risk of skin cancer and early
&&in aging caused by the sun

Warnings

For external use onlly

Do not use on damaged or broken skin

|| When using this product keep out of
eyes, Rinse with water 1o remove,

| Stop use and ask a doctor if rash ocours

| eep out of reach of ehildren,
If sevallowed, get medical halp or contact a
Paison Control Canter nght away.

Directions
+ apply liperzly 15 minutes before sun

exposurea

+ childran under & months of age: Ask a
doctor

= reapply at least every 2 hours

* use a water-resistant sunscreen if

swimming or swealing

+ Sun Protection Measures. Spending
tirme in thee Sun increases your rek of skin
cancer and early skin aging. Te decressa
this risk, regularly use a sunscreen with a
broad spestrum SPF of 15 or heghar and
ather sun protection measwres including:
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= Bmit tirne In the sun, especially rom
10 aym, = 2 pyy

+ wear leng-skesve shirts, pants, hats,
and sunglasses

Inactive ingredients

water, dimethicone, c12-15 alyl benzoats,
propylens gycol deaprylateddicaprate,
aglycerin, isndodecane, butyvlens glyoaol,
silica, tale, cetyl PEGFFGE=101
dirmethicons, synthetlc besawa,
rolyalycend-3 diisostearate, sodum
chlernide, phenoxyethanol, zine stearate,
caprybe/capric rglyceride, disodium EDTA,
disteardimonium hectarite,
tristhoxycaprdydsilane, sodium
dehydroacetate, chlomphensasin, tocophand
acetate, akcohol, ascorby palmitate,
Aurminum ydroxide, sodum hyaluronate,
pancratium martimum sxtract, rubua idasus
leaf cell cubture.

May contaln titanium dicxide, lron oxldes,

Other information

+ pratect this product from excessive heat
and direct sun
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+ if used as directed with other sun
protection measures (see Directions),
decreasas the risk of skin cancer and early
skin aging caused by the sun

Warnings
For external use only

Do not use on darmaged o broken skin

When using this produet keep out of
eyes, Rinss with water to remaove,

Stop use and ask a doctor if rash coours

Keep out of reach of children,
F swallowed, get medical hp or comtact a
Polson Cantrol Cermber right awey.

Directions
« apply Bberally 15 minutes before sun

axposUre

+ childrer under & months of age: Ask a
doctar

+ reapaly at least every 2 hours

* uge a water-regigtant sunscreen if
swimming or sweating

+ Sun Protection Measures, Spending
tirme in the sun increasas your risk of skin
cancer and eady skin aging. To decrease
this rigk, regulady use a sunscresn with a
broad spectrum SPF of 15 or higher and
other sun protection measures induding:
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Drug Facts
Active Ingredients Purpose
Octinoxale 5% Sunscroeen
Titanlure Dioxide 6,2% Sunscreen

Uses

» helps prevent sunbum

« if used as directad with other sun
protection measures (see Direclions),
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 oroken skin
Whaen using this product koop out of
eves, Rinse with water to remaove,

Stop use and ask a doctor if rash occurs
Keap out of reach of children

F swellowed, get medical help or contact 2
Poison Corrol Center right away.

Directions

- apply licarally 15 minwtes Dedon sun
EXPCEUrE

« children under 6 months of age: Ask a
doctor

» reapply at least every 2 hours

» use d water-resistant sunscrean if
gwimming ar sweating

+ Sun Protection Measures, Spending
tima in the sun increasss your risk of skin
cancer and eady skin aging. To decrease
this risk, regulady use & sunscreen with a
broad spectrum SPF of 15 or higher and
other sun protecton maasures ir‘duding
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= wear lbong=eleeve shirts, pants, hats,
and sunglasses

Inactive ingredients

water, dmethicone, ¢12-15 aliod benzoate,
propylens ghycod dicaprdate/dicaprate,
glyoerin, iscdedecans, butdene gheel,
sllica, tale, cety PEG/PPG-10/1
dimethicone, synihetic beeswax,
polyglcenyied disostearate, sodium
chlaride, phenooyetnanol, Znc atearate,
caprdicicapric trighcerde, disodium EDTA,
distegedimonium hectorls,
tristhoxycapnyivleilans, sodium
dehydroacetate, chlerphanesin, tocophend
acetate, alcohol ascorbyl palmitate,
aluminum hydroxide, scdium hyaleronats,
pancratium maritimurm extract, rubus idaeus
leaf call culture,

May contain: titanium dioxids, iron cwddes,

Other information

+ protect this product from excessive heat
and direct sun

PREMIER: TILIGE TEINTE HYS RATART

ECTAL [YEVE LOM PORIR [UUNNER Nsmw{
|
|

%EILLP.ESS‘DMSDE-RM. Pt-art M
ET ik SO HYORARATION, LA

IcRe
IES.MT‘EHUELESMESEHMEEFRESWMRE
' D LA PEALL CriYAILIRCNA
SODIMET 6 AMINES E ET CC NI CETE
APPCIER POLI UME HYDRATATICN
“ETUN P EADIEUR 1 7 15 ASSURE
%m&mmmﬂm |
LOM CREMA COM COLOR HDRATANTE SPF 15
FRINERA, CREMA CON COIOR HIDRATANTE |
DIE ESPLERDIR EVE LOA, ELINIMA
gm NEAMENTE A TEZ E HICRATA EN |
FUMEADAL, FL BERRYFLIGTA, LIS FOTENTE
MW‘EAMSEDELMWDE |
5 mﬁbtmmﬂvuﬂmsu
RATACICAN Fsmu:::'onﬂmmm |
LAS MARICHAS FIGVERTARLAS ¥ MEICRA
LINFORMIDAL TF LA PIEL FLHIALRCHATC DE
E@ﬁm VTANINAS £ C COMAETAN ESTA |
FACK DE APIKCAR GILUE PROPCRCICNA UN

NCABATIC BE ELSPT 15 ASEGURA
b-l"‘u. Fﬁmﬁmm L5 RARIS |

PRINCIPAL DISPLAY PANEL -

EVE
LOMg

RADIANCE PERFECTED
TINTED MOISTURISER
BROAD SPECTRUM SPF 15
SUNSCREEN

HONEY 12

50ml 1.7 FL. OZ. e

50 ml Tube Carton - Honey 12






5050013000103

MWW EVELOM.COM
DIST. SPACE BRANDS LTD.

GE I ITALY
POE 8/1123

e

|
|
ONDON WCTE &JA | C71997
|
|

+ if used as directed with other sun
protection measures (see Directions),

decreases the risk of skin cancer and eary
skin aging caused by the sun

For external use only
Do not use on darmaged or broken skin
When using this product keen out of
eyes, Rinsa with water to rermaove,

Slop use and ask a doctor if rash oeours
Keep out of reach of children,

Directions

+ apply Kberally 15 minutes before sun
ExRposUe

+ children under & months of age: Ask a
dactor

+ reappoly at least every 2 hours

* use a water-resistant sunscreen if
swimming or sweating

* Sun Pratection Measures, Spending
tirr it the sun increasas your risk of skin
cancer and early skin aging. To decrease
this risk, regulady use a sunscreen with a
broad specirum SPF of 15 or higher and
other sun protection measures incduding:
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« lirnit theee 0 the sun, especially fram
10 &um, —2 pam.

- wear bng=sleeve shirts, pants, hats,
and sunglasses

Inactive ingredients

wiater, dmethicone, c12-15 slkd benzoate,
propylene glycol dicaprdate/dicapeate,
plyeedin, isodedecans, butdene gheel,
slica, talz, metd PEG/PPGE-10/1
dimethicone, synihetic beeswax,
polghceryld cisostearate, scdium
chlaride, phenogyethanol, Znc atearats,
caprdic/capric trighceride, disedium EDTA,
disteardimanium hectorite,
triethoxycaprylvisilans, sodium
dehydroacetate, chlorphanesin, tocophenyl
acetate, lechol ascorbyl palmitate,
alminum hydroxide, sodium hyaluronats,
pancratium maritimues exiract, rubus idass
leaf cdll culture,

May comtain: titanium dioxids, iron oxides,

Other information
= protect this product from excessive heat
and direct sun
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EVE LOM RADIANCE PERFECTED TINTED MOISTURISER SPF 15

titanium dioxide and octinoxate cream

Product Information

Product Type

Route of Administration

TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

Titanium Dioxide (UNIL: 15FIX9 V2JP) (Titanium Dioxide - UNIL:15FIX9 V2JP)
Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNIL4Y5P7MUD51)

Inactive Ingredients

HUMAN OTC DRUG

Item Code (Source)

Basis of Strength

Ingredient Name

Water (UNIL 059 QFOKOOR)

Dimethicone (UNI: 92RU3N3Y10)

Alkyl (C12-15) Benzoate (UNI: A9EJ3J61HQ)
Propylene Glycol Dicaprylate/Dicaprate (UNI: 04446 S9CRA)
Glycerin (UNIL: PDC6A3C00X)
Isododecane (UNI: A8289P68Y2)
Butylene Glycol (UNIL: 3XUS85K0RA)

Titanium Dioxide

Octinoxate

NDC:61601-1193

Strength
3.1g in 50 mL
2.5g in 50 mL

Strength




Silicon Dioxide (UNI: ETJ7Z6 XBU4)

Talc (UNI: 7SEV7J4R1U)

Cetyl PEG/PPG-10/1 Dimethicone (HLB 2) (UNI: V2W71V8T0X)
Polyglyceryl-3 Diisostearate (UNIL: 46P2311QV8)
Sodium Chloride (UNIL: 451W471Q8 X)

Ferric Oxide Yellow (UNIL: EX438 O2MRT)
Phenoxyethanol (UNI: HIE492773T)

Zinc Stearate (UNI: H92E6 QA4FV)
Medium-Chain Triglycerides (UNI: C9H2L21V7U)
Edetate Sodium (UNI: MP1J8420LU)
Disteardimonium Hectorite (UNI: X687XDKO09L)
Triethoxycaprylylsilane (UNI: LDC331P08E)
Sodium Dehydroacetate (UNI: 8W46 YN971G)
Chlorphenesin (UNIL: I670DALA4SZ)
.Alpha.-Tocopherol Acetate (UNI: 9E8 X80D2L0)
Alcohol (UNIL: 3K9958V90M)

Aluminum Hydroxide (UNI: 5QBO0T2IUNO)

Ferric Oxide Red (UNI: 1IKO9F3G675)

Ascorbyl Palmitate (UNI: QN83US2BON)
Ferrosoferric Oxide (UNI: XMOM87F357)
Hyaluronate Sodium (UNI: YSE9PPT4TH)

Product Characteristics

Color WHITE (Ivory 2) Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:61601-1193-9 1in 1 CARTON

1 2 mL in 1 TUBE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part352 02/28/2014

EVE LOM RADIANCE PERFECTED TINTED MOISTURISER SPF 15

titanium dioxide and octinoxate cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:61601-1194

Route of Administration TOPICAL



Active Ingredient/Active Moiety

Ingredient Name
Titanium Dioxide (UNIL 15FIX9 V2JP) (Titanium Dioxide - UNIL:15FIX9 V2JP)
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients
Ingredient Name
Water (UNI: 059 QFO0KOOR)
Dimethicone (UNI: 92RU3N3Y10)
Alkyl (C12-15) Benzoate (UNIE: A9EJ3J6 1HQ)
Propylene Glycol Dicaprylate/Dicaprate (UNI: 04446S9CRA)
Glycerin (UNI: PDC6A3C00X)
Isododecane (UNIl: A8289P68Y2)
Butylene Glycol (UNIL: 3XUS85KO0RA)
Silicon Dioxide (UNI: ETJ7Z6 XBU4)
Talc (UNI: 7SEV7J4R1U)
Cetyl PEG/PPG-10/1 Dimethicone (HLB 2) (UNIL: V2W71V8TO0 X)
Polyglyceryl-3 Diisostearate (UNIL: 46P2311QV8)
Sodium Chloride (UNIL 451W47IQ8 X)
Ferric Oxide Yellow (UNIL: EX438 O2MRT)
Phenoxyethanol (UNI: HIE492ZZ3T)
Zinc Stearate (UNI: H92E6 QA4FV)
Medium-Chain Triglycerides (UNI: C9H2L21V7U)
Edetate Sodium (UNI:: MP1J8420LU)
Disteardimonium Hectorite (UNI: X687XDKO09L)
Triethoxycaprylylsilane (UNI: LDC331P08E)
Sodium Dehydroacetate (UNI: 8W46 YN971G)
Chlorphenesin (UNIL: I670DALA4SZ)
.Alpha.-Tocopherol Acetate (UNI: 9E8 X80D2L0)
Alcohol (UNIL: 3K9958V90M)
Aluminum Hydroxide (UNI: 5QB0T2IUNO)
Ferric Oxide Red (UNI: 1IKO9F3G675)
Ascorbyl Palmitate (UNI: QN83US2BON)
Ferrosoferric Oxide (UNIl: XMOM8 7F357)
Hyaluronate Sodium (UNI: YSE9PPT4TH)

Product Characteristics

Color BROWN (Biege 7)
Shape

Flavor

Contains

Packaging

Basis of Strength Strength

Titanium Dioxide 3.1g in 50 mL
Octinoxate 2.5g in 50 mL
Strength
Score
Size
Imprint Code

# Item Code Package Description Marketing Start Date

Marketing End Date



1 NDC:61601-1194-8 1in 1 CARTON
1 2 mL in 1 TUBE

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part352 02/28/2014

EVE LOM RADIANCE PERFECTED TINTED MOISTURISER SPF 15

titanium dioxide and octinoxate cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:61601-1195

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Titanium Dioxide (UNIL: 15FIX9 V2JP) (Titanium Dioxide - UNIL:15FIX9 V2JP) Titanium Dioxide 3.1g in 50 mL
Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNIL4Y5P7MUDS51) Octinoxate 2.5g in 50 mL
Inactive Ingredients
Ingredient Name Strength

Water (UNI: 059QFO0KOOR)

Dimethicone (UNI: 92RU3N3Y10)

Alkyl (C12-15) Benzoate (UNI: ASEJ3J61HQ)
Propylene Glycol Dicaprylate/Dicaprate (UNI: 04446 S9CRA)
Glycerin (UNIL: PDC6A3C00X)

Isododecane (UNI: A8289P68Y2)

Butylene Glycol (UNI: 3XUS85K0RA)

Silicon Dioxide (UNI: ETJ7Z6 XBU4)

Talc (UNIL: 7SEV7J4R1U)

Cetyl PEG/PPG-10/1 Dimethicone (HLB 2) (UNI: V2W71V8T0X)
Polyglyceryl-3 Diisostearate (UNI: 46P2311QV8)
Sodium Chloride (UNIL: 451W471Q8 X)

Ferric Oxide Yellow (UNI: EX438 O2MRT)
Phenoxyethanol (UNIL HIE492Z773T)

Zinc Stearate (UNI: HO92E6 QA4FV)
Medium-Chain Triglycerides (UNI: C9H2L21V7U)
Edetate Sodium (UNI: MP1J8420LU)
Disteardimonium Hectorite (UNI: X687 XDKO09L)
Triethoxycaprylylsilane (UNI: LDC331P08E)
Sodium Dehydroacetate (UNI: 8W46 YN971G)
Chlorphenesin (UNIL: I670DALA4SZ)
.Alpha.-Tocopherol Acetate (UNI: 9E8 X80D2L0)



Alcohol (UNI: 3K9958V90M)

Aluminum Hydroxide (UNIL: 5QB0T2IUNO)
Ferric Oxide Red (UNI: 1IKO9F3G675)
Ascorbyl Palmitate (UNI: QN83US2BON)
Ferrosoferric Oxide (UNIl: XMOM8 7F357)
Hyaluronate Sodium (UNIL: YSE9PPT4TH)

Product Characteristics

Color BROWN (Bamboo 10) Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:61601-1195-8 1in 1 CARTON

1 2mL in 1 TUBE

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part352 02/28/2014

EVE LOM RADIANCE PERFECTED TINTED MOISTURISER SPF 15

titanium dioxide and octinoxate cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:61601-1196

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Titanium Dioxide (UNIL 15FIX9 V2JP) (Titanium Dioxide - UNIL:15FIX9 V2JP) Titanium Dioxide 3.1g in 50 mL
Octinoxate (UNI:: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51) Octinoxate 2.5g in 50 mL
Inactive Ingredients
Ingredient Name Strength

Water (UNI: 059QFO0KOOR)

Dimethicone (UNI: 92RU3N3Y10)

Alkyl (C12-15) Benzoate (UNI: A9EJ3J6 1HQ)

Propylene Glycol Dicaprylate/Dicaprate (UNI: O4446S9CRA)
Glycerin (UNI: PDC6A3C00X)



Isododecane (UNI: A8289P68Y2)

Butylene Glycol (UNIL: 3XUS85K0RA)

Silicon Dioxide (UNIl: ETJ7Z6 XBU4)

Talc (UNI: 7SEV7J4R1U)

Cetyl PEG/PPG-10/1 Dimethicone (HLB 2) (UNIL: V2W71V8TO0X)
Polyglyceryl-3 Diisostearate (UNIL: 46P2311QV8)
Sodium Chloride (UNIL: 451W471Q8 X)

Ferric Oxide Yellow (UNI: EX438 O2MRT)
Phenoxyethanol (UNIL: HIE492Z73T)

Zinc Stearate (UNIL H92E6 QA4FV)
Medium-Chain Triglycerides (UNI: C9H2L21V7U)
Edetate Sodium (UNI: MP1J8420LU)
Disteardimonium Hectorite (UNI: X687XDKO09L)
Triethoxycaprylylsilane (UNIL: LDC331P08E)
Sodium Dehydroacetate (UNI: 8W46 YN971G)
Chlorphenesin (UNIL: I670DALA4SZ)
.Alpha.-Tocopherol Acetate (UNI: 9E8 X80D2L0)
Alcohol (UNIE: 3K9958V90M)

Aluminum Hydroxide (UNI: 5QB0T2IUNO)

Ferric Oxide Red (UNI: 1IKO9F3G675)

Ascorbyl Palmitate (UNI: QN83US2BON)
Ferrosoferric Oxide (UNIL XM0OM87F357)
Hyaluronate Sodium (UNIL: YSE9PPT4TH)

Product Characteristics

Color BROWN (Honey 12) Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:61601-1196-7 1in 1 CARTON

1 2mL in 1 TUBE

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part352 02/28/2014

Labeler - space Brands Limited (218214381)

Establishment

Name Address ID/FEI Business Operations
Intercos Europe S.p.A. 438961310 MANUFACTURE(61601-1193, 61601-1194, 61601-1195, 61601-1196)



Revised: 2/2014 Space Brands Limited
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