ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20 VINO
CAUTIVANTE - PURPLE- octinoxate lipstick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20
PIMIENTA CALIENTE - RED- octinoxate lips tick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20 ROJO
GLAM - RED- octinoxate lipstick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20 ROJO
PASION - RED- octinoxate lipstick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20 VINO
DESEOQO - PURPLE- octinoxate lipstick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20
FUCSIA TENTACION - PINK- octinoxate lipstick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20
FUCSIA DELIRIO - PINK- octinoxate lips tick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20
FUCSIA VIBRANTE - PINK- octinoxate lips tick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20 ROSA
VIVA - PINK- octinoxate lipstick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20
CORAL ENSUENO - RED- octinoxate lipstick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20
MARRON BAMBU - BROWN- octinoxate lips tick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20 ROSA
FIORELLE - PINK- octinoxate lips tick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20
NATURAL DUNE - BEIGE- octinoxate lipstick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20 ROJO
FIESTA - RED- octinoxate lipstick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20 NUDE
CREAM - BEIGE- octinoxate lipstick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20 NUDE
MOCCHA - BEIGE- octinoxate lipstick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20
FUCSIA SUBLIME - PINK- octinoxate lipstick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20
MARRON HAVANA - BROWN- octinoxate lipstick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20
MARRON FANATIC - BROWN- octinoxate lips tick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20 NUDE
ROSE- BEIGE- octinoxate lipstick

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF 20-
octinoxate

Ventura Corporation LTD

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.

Esika PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR LIPSTICK SPF
20

Drug Facts



Active Ingredients
OCTINOXATE 6.8%

Purpose

Sunscreen

Uses
s Helps prevent sunburn.

Warnings

= Skin Cancer / Skin Aging Alert: Spending time in the sunincreases your risk of skin cancer and
early skin aging. This product has been shown only to help prevent sunburn, not skin cancer or early
skin aging.

= For external use only.

®= Do notuse ondamaged 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.

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

Directions
s Apply liberally and evenly 15 minutes before sun exposure.
® Reapply at least every 2 hours
® Use a water resistant sunscreen if swimming or sweating.
® Children under 6 months of age: Ask a doctor

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

Inactive ingredients

DIISOPROPYL DIMER DILINOLEATE, TRIDECYL TRIMELLITATE, CAPRYLIC/CAPRIC
TRIGLYCERIDE, POLYETHYLENE, OCTYLDODECANOL, CASTOR ISOSTEARATE
BEESWAX SUCCINATE, ISOPROPYL LANOLATE, POLYGLYCERYL-3 DIISOSTEARATE,
COPERNICIA CERIFERA (CARNAUBA) WAX, MICROCRYSTALLINE WAX, DIISOSTEARYL
MALATE, MICA, ISODODECANE,
POLYMETHYLSILSESQUIOXANE/TRIMETHYLSILOXYSILICATE, PHENOXYETHANOL,
CETYL PEG/PPG-10/1 DIMETHICONE, POLYGLYCERYL-4 ISOSTEARATE, SILICA, SILICA
SILYLATE, HEXYL LAURATE, METHYLPROPANEDIOL, FRAGRANCE, CAPRYLYL GLYCOL,
CHLORPHENESIN, CERAMIDE 3, SILANEDIOL SALICYLATE, TOCOPHERYL ACETATE,
OLEYL ALCOHOL, DIMETHICONE, TROMETHAMINE, BENZIMIDAZOLE DIAMOND
AMIDOETHYL UREA CARBAMOYL PROPYL POLYMETHYLSILSESQUIOXANE,
TRIMETHYLSILOXYSILICATE, DIOLEYL TOCOPHERYL METHYLSILANOL, ALPHA-
ISOMETHYL IONONE, d-LIMONENE, LINALOOL, AMYL CINNAMAL, CITRONELLOL. MAY
CONTAIN: IRON OXIDES (CI 77491), TITANIUM DIOXIDE (CI 77891), RED 30 LAKE (CI



73360), MICA (CI 77019), RED 27 LAKE (CI 45410), YELLOW 5 LAKE (CI 19140), RED 21 LAKE
(CI145380), RED 7 LAKE (CI 15850), IRON OXIDES (CI 77492), IRON OXIDES (CI 77499), TALC,
BLUE 1 LAKE (CI 42090).

Dist. by Ventura Corp, Ltd., San Juan, Puerto Rico 00926.
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PRINCIPAL DISPLAY PANEL - 4 g Tube Box - PIMIENTA CALIENTE - RED
ésika

PRO

HD LONGWEAR

Long-lasting
high-definition
color lipstick SPF 20

Net Wt. 0.14 0z.e (4 g)
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PRINCIPAL DISPLAY PANEL - 4 g Tube Box - ROJO GLAM - RED
ésika

PRO

HD LONGWEAR

Long-lasting
high-definition
color lipstick SPF 20

Net Wt. 0.14 0z.e (4 g)
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PRINCIPAL DISPLAY PANEL - 4 g Tube Box - ROJO PASION - RED
ésika

PRO

HD LONGWEAR

Long-lasting
high-definition
color lipstick SPF 20

Net Wt. 0.14 o0z.e (4 g)
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high=definition

HD LONGWEAR
Long-lasting
color lipstick
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PRINCIPAL DISPLAY PANEL - 4 g Tube Box - VINO DESEO - PURPLE
ésika

PRO

HD LONGWEAR

Long-lasting
high-definition
color lipstick SPF 20

Net Wt. 0.14 0z.e (4 g)
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high=definition

HD LONGWEAR
Long-lasting
color lipstick
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PRINCIPAL DISPLAY PANEL - 4 g Tube Box - FUCSIA TENTACION - PINK
ésika

PRO

HD LONGWEAR

Long-lasting
high-definition
color lipstick SPF 20

Net Wt. 0.14 o0z.e (4 g)
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high=definition

HD LONGWEAR
Long-lasting
color lipstick
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PRINCIPAL DISPLAY PANEL - 4 g Tube Box - FUCSIA DELIRIO - PINK
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PRO

HD LONGWEAR

Long-lasting
high-definition
color lipstick SPF 20

Net Wt. 0.14 o0z.e (4 g)
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PRINCIPAL DISPLAY PANEL - 4 g Tube Box - FUCSIA VIBRANTE - PINK
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Long-lasting
high-definition
color lipstick SPF 20

Net Wt. 0.14 0z.e (4 g)



- ] o 180UED UPYS JO S|4 INOK S8SBAIOU| LINS BUY) Ul
SAOLBI O JATeMm Ljim asuly

'safie Jo jno deey Janpoud siyy Buisn usym M — owi} Bupuads :Lepy buiby 59...%%%. u.ﬂwl
‘upys Uexouq Jo pabiewep uo asn jou og M

*Ajuo asn eu 10 ‘winquns jusasid sdjoH Il
| [EuRxa 04 W 2l

‘Buibe uys £jres 1o 1saued

ups Jou ‘wnquns juaraid diay o} Ajuo umoys %8'9 JLYXONILOO
ueaq sey jonpoud siyl Buibe ums Ares pue " sjuaipaibuy aAnay

(Panuyuoo) sjoe g sjoe4 bnig

SPF 20

high=definition

HD LONGWEAR
Long-lasting
color lipstick

EIQUIODT) Ul SPE 92600 O opand ‘uenr ues “py 'diod Binuen A9 1510 ;091 OLHING

IL[ZU8q 'BU|UTEY}SLLOJ} "BUOORJBILIP ‘Joyodfe [fejo
zﬂm&_ "aB|faifos |OPEUBYS ‘¢ spUIISY “UisBUSNIO P
_Ea»m;_tuau eouebel) _u_uwzuuen_.._mue wjeIne| fxey
‘o] hm B[S 'ey]js “ejelEasos ?_Emi Kod ‘euos|yjewp
2] E_.w_ 1 8nfq ") 56k, o) sappa uoy M«ﬂh o} -badsbad | f1d ‘|oumyiahxouaud m_uv___m_ano__m._E_mEc_.
535 2:3433@33_ iz pes (oyiel  jeumor PAPOs| "B 'BjEfEU |
1) | g Mook nn_._,._m__ 1) &yE| JZ pea (G LOLL 1) e {poges [ XEM wuy|[e)siinosyw xm;hun__wE-& Ea_::_u_Eo__ou
E a8 om pal (18RLL E oppoolp umE ‘(1gk2s o) sapo uoy [ eweseeisosyp g-plieakiBA|od ‘wpejoue |Adosdos) sieupans
_e__EE___o ey “|00{ U] “BUBLIOILIJ-P “BUOUO] XBME20] 8]BIEE|505! JOJ5ED ‘|ouBdapap|ja0 m=w_.*£nh_2_
__e.an__un. i) _.F..%E_hﬂnu “aeal i 5 ALpewis *appoak) By apdeolides Ewe__vﬁ:_ta_é. D[RR 0P
uﬁaﬂgi idaxd oureqges eain ieopmue puowep Wl sewip [Rdosdos)ig mwﬂb_._hbh uy oA :0@—.:_

(panunuoo) soe4 Bnug (panunuoo) s3oe4 brug

- "uns joa1p pue Jeay ansseaxe Jil 4 BInsodxa
woy Jeurluco Syl jonpoid oy ejoid I [ UNS i0jaq sainui | Auens pue Kjeiaq) Aiddy m
uoneuLioju) 1930 suondalg

: ‘feme ybu
Jojop B sy ;062 Jo syuow g Jopun :u%____%____lw Jojuey [04U07 UOSIod B Pejued Jo djey ﬁmw_ws

10 Bujwivs i Usaiosuns JuBIS|Sal JoTem B 85 Il 166 ‘PanOIEMs | URIIND J0 Yoee Jo In0

'sinoy 2 Aiens jses| e f|ddeay W '8IN300 USEI J| J0jI0p BYSE pue esn dojs I

(penupuoo) spoe4 Bnig (penupuod) sjoe4 bnig




PRINCIPAL DISPLAY PANEL - 4 g Tube Box - ROSA VIVA - PINK
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HD LONGWEAR

Long-lasting
high-definition
color lipstick SPF 20

Net Wt. 0.14 0z.e (4 g)
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PRINCIPAL DISPLAY PANEL - 4 g Tube Box - CORAL ENSUENO - RED
ésika
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HD LONGWEAR

Long-lasting
high-definition
color lipstick SPF 20

Net Wt. 0.14 0z.e (4 g)
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PRINCIPAL DISPLAY PANEL - 4 g Tube Box - MARRON BAMBU - BROWN
ésika
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HD LONGWEAR

Long-lasting
high-definition
color lipstick SPF 20

Net Wt. 0.14 0z.e (4 g)
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PRINCIPAL DISPLAY PANEL - 4 g Tube Box - ROSA FIORELLE - PINK
ésika

PRO

HD LONGWEAR

Long-lasting
high-definition
color lipstick SPF 20

Net Wt. 0.14 0z.e (4 g)
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PRINCIPAL DISPLAY PANEL - 4 g Tube Box - NATURAL DUNE - BEIGE
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HD LONGWEAR

Long-lasting
high-definition
color lipstick SPF 20

Net Wt. 0.14 o0z.e (4 g)
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PRINCIPAL DISPLAY PANEL - Kit Carton

HD LONGWEAR

LONG-LASTING HIGH-DEFINITION
COLOR LIPSTICK SPF 20

ésika

PRO

Net Wt. 0.24 0z.e (7 g)
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ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 VINO CAUTIVANTE - PURPLE

octinoxate lipstick

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNIE: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGL YCERIDES (UNI: CO9H2L21V7U)

Item Code (Source) NDC:43596-0023

Basis of Strength

Octinoxate

Strength
0.068g inlg

Strength



HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
OCTYLDODECANOL (UNIL: 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL 46P2311QV8)
CARNAUBA WAX (UNIE: RI2CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8A3XZGQ)

MICA (UNIE: V8 AIAW0880)

ISODODECANE (UNI: A8289P68Y2)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNIE: 820DPX33S7)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)

HEXYL LAURATE (UNI: 4CG9FIW01Q)

METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIL: 00YIU5438U)

CHL O RPHENESIN (UNIE: 6 70 DAL4SZ)

CERAMIDE NP (UNIE: 4370 DF050B)

SILANEDIOL SALICYLATE (UNI: CO54DF30K0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)

DIMETHICO NE (UNI: 92RU3N3Y10)

TROMETHAMINE (UNIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IO NONE (UNII: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86 Q1W)

LINALOOL, (+/-)- (UNI: D8 1QY6188E)

.ALPHA.-AMYL CINNAMALDEHYDE (UNI:: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
FERRIC O XIDE RED (UNIL: 1K09F3G675)

TITANIUM DIO XIDE (UNTIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNIL: 2542T2808B)

ALUMINUM O XIDE (UNIL: LMI26 06933)

D&C RED NO. 27 (UNI: 2LRS 18 5U6K)

FD&C YELLOW NO. 5 (UNI: I753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLOW (UNIL: EX438 02MRT)

FERRO SO FERRIC O XIDE (UNIL: XM0 M8 7F357)

TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0023-2 1in1BOX 01/27/2017

1 NDC:43596-0023-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL  part352 01/27/2017



ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 PIMIENTA CALIENTE - RED

octinoxate lipstick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:43596-0024

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51) Octinoxate 0.068 g inlg
Inactive Ingredients

Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNIE: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNIE: C9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UGO0KM4WR?7)
OCTYLDODECANOL (UNI: 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNIE: RI2CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)

DIISO STEARYL MALATE (UNI: QBS8A3XZGQ)

MICA (UNI: VB AIAW0880)

ISODODECANE (UNIE: A8289P68Y2)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX3357)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)

HEXYL LAURATE (UNI: 4CG9F9WO0 1Q)

METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNI: 00YIU5438U)

CHL O RPHENESIN (UNIL: 16 70 DAL4SZ)

CERAMIDE NP (UNTL: 4370 DF050B)

SILANEDIOL SALICYLATE (UNI: C054DF30KO0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)

DIMETHICO NE (UNIL: 92RU3N3Y10)

TROMETHAMINE (UNIL 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONO NE (UNIE: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNIl: D8 1QY6I88E)

.ALPHA.-AMYL CINNAMALDEHYDE (UNIE: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
FERRIC O XIDE RED (UNII: 1K09F3G675)



TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNIL: 2542T2808B)
ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNIL: 2LRS185U6K)

FD&C YELLOW NO. 5 (UNI: I753WB2F1M)
ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLOW (UNI: EX438 02MRT)
FERRO SO FERRIC O XIDE (UNIL: XM0 M8 7F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0024-2 1in1BOX 01/27/2017

1 NDC:43596-0024-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL  part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 ROJO GLAM - RED

octinoxate lipstick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:43596-0025

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNIL4Y5P7MUD51) Octinoxate 0.068g inlg
Inactive Ingredients
Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNIL: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: CO9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
OCTYLDODECANOL (UNIL: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: R12CBMOEIZ)



MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISO STEARYL MALATE (UNI: QBS8A3XZGQ)
MICA (UNI: VB AIAW0880)

ISODODECANE (UNI: A8289P68Y2)

PHENO XYETHANOL (UNI: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)

HEXYL LAURATE (UNI: 4CG9F9WO01Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNI: 00YIU5438U)

CHL O RPHENESIN (UNII: 16 70 DAL4SZ)

CERAMIDE NP (UNTIL: 4370 DF050B)

SILANEDIOL SALICYLATE (UNIL: CO54DF30KO0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNIL: 92RU3N3Y10)
TROMETHAMINE (UNIL 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONO NE (UNIE: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNII: D8 1Q Y6I88E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNI: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT9 64K)
FERRIC O XIDE RED (UNIL: 1K09F3G675)

TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNI: 2542T2808B)

ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNI: 2LRS 185U6K)

FD&C YELLOW NO. 5 (UNIE: [753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)
FERRO SOFERRIC O XIDE (UNI: XM0 M8 7F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0025-2 1in1BOX 01/27/2017

1 NDC:43596-0025-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF



20 ROJO PASION - RED

octinoxate lipstick

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNIE 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGL YCERIDES (UNI: CO9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
OCTYLDODECANOL (UNIL 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: R12CBMOEIZ)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8A3XZGQ)
MICA (UNI: V8 ATAW0880)
ISODODECANE (UNIL: A8289P68Y2)
PHENO XYETHANOL (UNIL: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNIL: 820 DPX33S7)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
HEXYL LAURATE (UNIL: 4CGIF9WO01Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIE 00 YIU5438U)
CHLORPHENESIN (UNIL 1670 DAL4SZ)
CERAMIDE NP (UNIL: 4370 DF050B)
SILANEDIOL SALICYLATE (UNIE: CO54DF30KO0)
.ALPHA.-TO COPHEROL ACETATE (UNIL: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNIE: 92RU3N3Y10)
TROMETHAMINE (UNIE: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONONE (UNI: 9XP4LC555B)
LIMONENE, (+)- (UNI: GFD7C86Q1W)
LINALOOL, (+/-)- (UNI: D8 1Q Y6 I8 8 E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNI: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI:: PO 10UT964K)
FERRIC O XIDE RED (UNII: 1K09F3G675)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
D&C RED NO. 30 (UNIL: 2542T2808B)
ALUMINUM O XIDE (UNI: LM2606933)

Item Code (Source) NDC:43596-0026

Basis of Strength

Octinoxate

Strength
0.068 g inlg

Strength



D&C RED NO. 27 (UNII: 2LRS185U6K)

FD&C YELLOW NO. 5 (UNII: [753WB2F1M)
ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECW0LZ41X8)

FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XM0MB87F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNII: H3R47K3TBD)

Packaging
# Item Code
1 NDC:43596-0026-2 1in1BOX

Package Description

Marketing Start Date
01/27/2017

Marketing End Date

1 NDC:43596-0026-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category
OTC MONOGRAPHFINAL  part352

Application Number or Monograph Citation

Marketing Start Date Marketing End Date
01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF

20 VINO DESEO - PURPLE

octinoxate lipstick

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNIE: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGL YCERIDES (UNI: CO9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNIE: UG00KM4WR?7)
OCTYLDODECANOL (UNIE: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P231IQV8)
CARNAUBA WAX (UNI: R1I2CBMOEIZ)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8A3XZGQ)
MICA (UNI: V8 AIAW0880)

Item Code (Source) NDC:43596-0027

Basis of Strength Strength
Octinoxate 0.068g inlg
Strength



ISODODECANE (UNI: A8289P68Y2)

PHENO XYETHANOL (UNI: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX3357)
SILICO N DIO XIDE (UNI: ETJ7Z6 XBU4)

HEXYL LAURATE (UNI: 4CG9FIW01Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIL: 00YIU5438U)

CHL O RPHENESIN (UNTL: 16 70 DAL4SZ)

CERAMIDE NP (UNIE: 4370 DF050B)

SILANEDIOL SALICYLATE (UNI: C054DF30K0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNI: 92RU3N3Y10)
TROMETHAMINE (UNIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONONE (UNIL: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNI: D8 1QY6188E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNIE: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: P0 10UT964K)
FERRIC O XIDE RED (UNI: 1K09F3G675)

TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNIL: 2542T2808B)

ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNI: 2LRS185U6K)

FD&C YELLOW NO. 5 (UNI: [753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLOW (UNI: EX438 02MRT)
FERRO SO FERRIC O XIDE (UNT: XM0 M8 7F357)
TALC (UNIE: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0027-2 1in 1BOX 01/27/2017

1 NDC:43596-0027-1 4 gin 1TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 FUCSIA TENTACION - PINK

octinoxate lipstick



Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Octinoxate (UNI:: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNII: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGL YCERIDES (UNI: CO9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR7)
OCTYLDODECANOL (UNIL 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46 P2311QV8)
CARNAUBA WAX (UNI: R1I2CBMOEIZ)
MICRO CRYSTALLINE WAX (UNIE: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8A3XZGQ)
MICA (UNI: V8 ATAW0880)
ISODODECANE (UNIL: A8289P68Y2)
PHENO XYETHANO L (UNT: HIE492773T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820 DPX33S7)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)
HEXYL LAURATE (UNIL: 4CG9FIW01Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIL 00 YIU5438 U)
CHLORPHENESIN (UNIL: 16 70 DAL4SZ)
CERAMIDE NP (UNIL: 4370 DF050B)
SILANEDIOL SALICYLATE (UNIL: CO54DF30KO0)
.ALPHA.-TO COPHEROL ACETATE (UNIL: 9E8 X80D2L0)
OLEYL ALCOHOL (UNIL: 172F2WN8DV)
DIMETHICO NE (UNI: 92RU3N3Y10)
TROMETHAMINE (UNIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IO NONE (UNII: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)
LINALOOL, (+/-)- (UNIL: D81QY6I88E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNII: WC51CA3418)
BETA.-CITRONELLOL, (R)- (UNIL: PO 10UT964K)
FERRIC O XIDE RED (UNIL: 1K09F3G675)
TITANIUM DIO XIDE (UNTE: 15FIX9 V2JP)
D&C RED NO. 30 (UNIL: 2542T2808B)
ALUMINUM O XIDE (UNIL: LMI26 06933)
D&C RED NO. 27 (UNIE: 2LRS185U6K)
FD&C YELLOW NO. 5 (UNIL: [753WB2F1M)
ACID RED 87 (UNIL: TDQ283MPCW)
D&C RED NO. 7 (UNI: ECW0LZ41X8)

Item Code (Source) NDC:43596-0028

Basis of Strength

Octinoxate

Strength
0.068g inlg

Strength



FERRIC OXIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNI: XMOMS8 7F357)
TALC (UNIL: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0028-2 1in 1BOX 01/27/2017

1 NDC:43596-0028-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 FUCSIA DELIRIO - PINK

octinoxate lipstick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:43596-0029

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNIL4Y5P7MUD51) Octinoxate 0.068g inlg
Inactive Ingredients

Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNIL: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNIL: COH2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
OCTYLDODECANOL (UNIE: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: R12CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNIl: QBS8A3XZGQ)

MICA (UNI: VBA1AW0880)

ISODODECANE (UNII: A8289P68Y2)

PHENO XYETHANOL (UNII: HIE492Z773T)
POLYGLYCERYL-4 ISOSTEARATE (UNII: 820DPX33S7)
SILICON DIOXIDE (UNII: ETJ7Z6 XBU4)



HEXYL LAURATE (UNI: 4CG9F9WO0 1Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNI: 00YIU5438U)

CHL O RPHENESIN (UNI: 16 70 DAL4SZ)

CERAMIDE NP (UNTIL: 4370 DF050B)

SILANEDIOL SALICYLATE (UNIL: CO54DF30K0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNIE: 92RU3N3Y10)

TRO METHAMINE (UNTIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONO NE (UNIE: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNI: D8 1QY6I88E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNI: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT9 64K)
FERRIC O XIDE RED (UNIL: 1K09F3G675)

TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNI: 2542T2808B)

ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNI: 2LRS 185U6K)

FD&C YELLOW NO. 5 (UNI: I753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)
FERRO SOFERRIC O XIDE (UNI: XM0 M8 7F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0029-2 1in1BOX 01/27/2017

1 NDC:43596-0029-1 4 gin 1TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL  part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 FUCSIA VIBRANTE - PINK

octinoxate lipstick

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:43596-0030

Route of Administration TOPICAL



Active Ingredient/Active Moiety

Ingredient Name
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNII: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: COH2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
OCTYLDODECANOL (UNIL: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: RI2CBMOEIZ)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8 A3XZGQ)
MICA (UNII: VBA1AW0880)
ISODODECANE (UNII: A8289P68Y2)
PHENO XYETHANOL (UNII: HIE492Z773T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)
SILICON DIOXIDE (UNII: ETJ7Z6 XBU4)
HEXYL LAURATE (UNIl: 4CG9FO9W01Q)
METHYLPROPANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
CHLORPHENESIN (UNII: 670 DAL4SZ)
CERAMIDE NP (UNIL: 4370DF050B)
SILANEDIOL SALICYLATE (UNI: C054DF30KO0)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
OLEYL ALCOHOL (UNII: 172F2WN8DV)
DIMETHICONE (UNIL: 92RU3N3Y10)
TROMETHAMINE (UNII: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONONE (UNII: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)
LINALOOL, (+/-)- (UNIE: D8 1Q Y6I88E)
.ALPHA.-AMYLCINNAMALDEHYDE (UNIl: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNIL: P010UT964K)
FERRIC O XIDE RED (UNII: 1KO9F3G675)
TITANIUM DIO XIDE (UNIL: 15FIX9V2JP)
D&C RED NO. 30 (UNII: 2542T2808B)
ALUMINUM O XIDE (UNI: LMI2606933)
D&C RED NO. 27 (UNII: 2LRS185U6K)
FD&C YELLOW NO. 5 (UNII: [753WB2F1M)
ACID RED 87 (UNI: TDQ283MPCW)
D&C RED NO. 7 (UNI: ECW0LZ41X8)
FERRIC OXIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XM0MS8 7F357)
TALC (UNIL: 7SEV7J4R1U)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)

Basis of Strength

Octinoxate

Strength
0.068 g inlg

Strength



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0030-2 1in1BOX 01/27/2017

1 NDC:43596-0030-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 ROSA VIVA - PINK

octinoxate lipstick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:43596-0031

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51) Octinoxate 0.068g inlg
Inactive Ingredients

Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNII: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNIL: CO9H2L.21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
OCTYLDODECANOL (UNIL: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: RI2CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8 A3XZGQ)

MICA (UNI: VBA1AW0880)

ISODODECANE (UNIL: A8289P68Y2)

PHENO XYETHANOL (UNII: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)
SILICON DIOXIDE (UNII: ETJ7Z26 XBU4)

HEXYL LAURATE (UNI: 4CG9F9W01Q)
METHYLPROPANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIL: 00YIU5438U)



CHL O RPHENESIN (UNIE: 6 70 DAL4SZ)

CERAMIDE NP (UNIE: 4370 DF050B)

SILANEDIOL SALICYLATE (UNI: CO54DF30KO0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNI: 92RU3N3Y10)
TROMETHAMINE (UNIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IO NONE (UNII: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86 Q1W)

LINALOOL, (+/-)- (UNI: D8 1QY6188E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNI: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
FERRIC O XIDE RED (UNIL: 1K09F3G675)

TITANIUM DIO XIDE (UNTIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNIL: 2542T2808B)

ALUMINUM O XIDE (UNI: LMI26 06933)

D&C RED NO. 27 (UNI: 2LRS 18 5U6K)

FD&C YELLOW NO. 5 (UNI: I753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLO W (UNIL: EX438 02MRT)
FERRO SOFERRIC O XIDE (UNIL: XM0 M8 7F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNII: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0031-2 1in1BOX 01/27/2017

1 NDC:43596-0031-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL  part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 CORAL ENSUENO - RED

octinoxate lipstick

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:43596-0032

Route of Administration TOPICAL

Active Ingredient/Active Moiety



Ingredient Name
Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNIL4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNII: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: CO9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNII: UG00KM4WR?7)
OCTYLDODECANOL (UNIL: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: R12CBMOEIZ)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8 A3XZGQ)
MICA (UNII: VBA1AW0880)
ISODODECANE (UNII: A8289P68Y2)
PHENO XYETHANOL (UNIL: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)
SILICON DIOXIDE (UNII: ETJ7Z26 XBU4)
HEXYL LAURATE (UNIl: 4CG9FO9W01Q)
METHYLPROPANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
CHLORPHENESIN (UNIL: 670 DAL4SZ)
CERAMIDE NP (UNIL: 4370DF050B)
SILANEDIOL SALICYLATE (UNI: C054DF30KO0)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
OLEYL ALCOHOL (UNII: 172F2WN8DV)
DIMETHICO NE (UNIL: 92RU3N3Y10)
TROMETHAMINE (UNII: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONONE (UNII: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)
LINALOOL, (+/-)- (UNI: D8 1Q Y6I88E)
.ALPHA.-AMYLCINNAMALDEHYDE (UNIl: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNII: P010UT964K)
FERRIC O XIDE RED (UNIL: 1KO9F3G675)
TITANIUM DIO XIDE (UNIL: 15FIX9V2JP)
D&C RED NO. 30 (UNII: 2542T2808B)
ALUMINUM O XIDE (UNI: LMI2606933)
D&C RED NO. 27 (UNII: 2LRS185U6K)
FD&C YELLOW NO. 5 (UNII: [753WB2F1M)
ACID RED 87 (UNI: TDQ283MPCW)
D&C RED NO. 7 (UNI: ECW0LZ41X8)
FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XM0MB87F357)
TALC (UNIL: 7SEV7J4R1U)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)

Basis of Strength

Octinoxate

Strength
0.068 g inlg

Strength



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0032-2 1in1BOX 01/27/2017

1 NDC:43596-0032-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 MARRON BAMBU - BROWN

octinoxate lipstick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:43596-0033

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNIL4Y5P7MUD51) Octinoxate 0.068g inlg
Inactive Ingredients

Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNII: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: COH2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
OCTYLDODECANOL (UNIL: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: R12CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNIl: QBS8A3XZGQ)

MICA (UNI: VBA1IAW0880)

ISODODECANE (UNII: A8289P68Y2)

PHENO XYETHANOL (UNII: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)
SILICON DIOXIDE (UNII: ETJ7Z6 XBU4)

HEXYL LAURATE (UNIL: 4CG9F9W01Q)
METHYLPROPANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIL: 00YIU5438U)
CHLORPHENESIN (UNIL: 670 DAL4SZ)

CERAMIDE NP (UNIL: 4370DF050B)

SILANEDIOL SALICYLATE (UNI: C054DF30KO0)



.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNI: 92RU3N3Y10)

TRO METHAMINE (UNIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IO NO NE (UNIE: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86 Q1W)

LINALOOL, (+/-)- (UNI: D8 1Q Y618 8E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNI: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT9 64K)
FERRIC O XIDE RED (UNIL: 1K09F3G675)

TITANIUM DIO XIDE (UNTL: 15FIX9 V2JP)

D&C RED NO. 30 (UNI: 2542T2808B)

ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNI: 2LRS 185U6K)

FD&C YELLOW NO. 5 (UNI: I753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)
FERRO SOFERRIC O XIDE (UNI: XM0 M8 7F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0033-2 1in1BOX 01/27/2017

1 NDC:43596-0033-1 4 gin 1TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 ROSA FIORELLE - PINK

octinoxate lipstick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:43596-0034

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
Octinoxate (UNI:: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51) Octinoxate 0.068g inlg



Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNIL 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGL YCERIDES (UNI: CO9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNIE: UG00KM4WR?7)
OCTYLDODECANOL (UNIE 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: R1I2CBMOEIZ)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8A3XZGQ)
MICA (UNI: V8 AIAW0880)
ISODODECANE (UNIL: A8289P68Y2)
PHENO XYETHANOL (UNIL: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820 DPX33S7)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
HEXYL LAURATE (UNIL: 4CGIF9WO01Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIE 00 YIU5438 U)
CHL O RPHENESIN (UNT: 16 70 DAL4SZ)
CERAMIDE NP (UNIL: 4370 DFO50B)
SILANEDIOL SALICYLATE (UNIL: CO54DF30KO0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNIE: 92RU3N3Y10)
TROMETHAMINE (UNIE: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONONE (UNIL: 9 XP4LC555B)
LIMONENE, (+)- (UNI: GFD7C86Q1W)
LINALOOL, (+/-)- (UNI: D8 1Q Y6 I8 8 E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNI: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI:: PO 10UT964K)
FERRIC O XIDE RED (UNII: 1K09F3G675)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
D&C RED NO. 30 (UNIL: 2542T2808B)
ALUMINUM O XIDE (UNI: LM2606933)
D&C RED NO. 27 (UNIE: 2LRS185U6K)
FD&C YELLOW NO. 5 (UNIE: [753WB2F1M)
ACID RED 87 (UNI: TDQ283MPCW)
D&C RED NO. 7 (UNI: ECWOLZ41X8)
FERRIC O XIDE YELLOW (UNIE: EX438 02MRT)
FERRO SOFERRIC O XIDE (UNIE: XMO0M87F357)
TALC (UNIE: 7SEV7J4R1U)
FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description
1 NDC:43596-0034-2 1in 1BOX

Marketing Start Date
01/27/2017

Strength

Marketing End Date



1 NDC:43596-0034-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 NATURAL DUNE - BEIGE

octinoxate lipstick

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:43596-0035

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51) Octinoxate 0.068g inlg
Inactive Ingredients
Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNII: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNIL: C9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
OCTYLDODECANOL (UNIL: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: RI2CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8 A3XZGQ)

MICA (UNI: VBA1AW0880)

ISODODECANE (UNII: A8289P68Y2)

PHENO XYETHANOL (UNII: HIE492Z73T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)
SILICON DIOXIDE (UNII: ETJ7Z26 XBU4)

HEXYL LAURATE (UNI: 4CG9F9W01Q)
METHYLPROPANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIL: 00YIU5438U)
CHLORPHENESIN (UNIL: 1670 DAL4SZ)

CERAMIDE NP (UNII: 4370DF050B)

SILANEDIOL SALICYLATE (UNII: CO054DF30KO0)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNIL: 1772F2WN8DV)

DIMETHICO NE (UNI: 92RU3N3Y10)



TROMETHAMINE (UNIL 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONO NE (UNIE: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNIE: D8 1QY6I88E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNIE: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
FERRIC O XIDE RED (UNII: 1K09F3G675)

TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNIL: 2S42T2808B)

ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNI: 2LRS 185U6K)

FD&C YELLOW NO. 5 (UNIE: [753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)
FERRO SO FERRIC O XIDE (UNI: XM0MS8 7F357)
TALC (UNIL: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0035-2 1in1BOX 01/27/2017

1 NDC:43596-0035-1 4 gin 1TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 ROJO FIESTA - RED

octinoxate lipstick

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:43596-0036

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51) Octinoxate 0.068¢g inlg

Inactive Ingredients
Ingredient Name Strength



DIISOPROPYL DILINOLEATE (UNIL 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNI: C9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNIE: UGO0KM4WR?7)
OCTYLDODECANOL (UNI: 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL 46 P2311QV8)
CARNAUBA WAX (UNIE: RI2CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISO STEARYL MALATE (UNI: QBS8A3XZGQ)

MICA (UNI: V8 AIAW0880)

ISODODECANE (UNI: A8289P68Y2)

PHENO XYETHANOL (UNI: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNIL: 820 DPX33S7)
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)

HEXYL LAURATE (UNI: 4CG9FI9W01Q)

METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNI: 00YIU5438U)

CHL O RPHENESIN (UNIE: 16 70 DAL4SZ)

CERAMIDE NP (UNIE: 4370 DF050B)

SILANEDIOL SALICYLATE (UNI: CO54DF30K0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)

DIMETHICO NE (UNIL: 92RU3N3Y10)

TROMETHAMINE (UNIL 023C2WHX2V)
ISOMETHYL-.ALPHA.-IO NONE (UNIE: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86 Q1W)

LINALOOL, (+/-)- (UNI: D8 1QY6I88E)

.ALPHA.-AMYL CINNAMALDEHYDE (UNI:: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT9 64K)
FERRIC O XIDE RED (UNIL: 1K09F3G675)

TITANIUM DIO XIDE (UNTIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNI: 2542T2808B)

ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNI: 2LRS 18 5U6K)

FD&C YELLOW NO. 5 (UNII: I753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)

FERRO SOFERRIC O XIDE (UNI: XM0 M8 7F357)

TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0036-2 1in 1BOX 01/27/2017

1 NDC:43596-0036-1 4 gin 1 TUBE; Type 0: Nota Combination Product



Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 NUDE CREAM - BEIGE

octinoxate lipstick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:43596-0037

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNIL4Y5P7MUD51) Octinoxate 0.068g inlg
Inactive Ingredients

Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNT: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNI: C9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UGO0KM4WR?7)
OCTYLDODECANOL (UNIL: 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL 46P2311QV8)
CARNAUBA WAX (UNIE: RI2CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8A3XZGQ)

MICA (UNIE: V8 AIAW0880)

ISODODECANE (UNI: A8289P68Y2)

PHENO XYETHANOL (UNII: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNIE: 820 DPX33S7)
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)

HEXYL LAURATE (UNI: 4CG9FIW01Q)

METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIL: 00YIU5438U)

CHL O RPHENESIN (UNIE 6 70 DAL4SZ)

CERAMIDE NP (UNIE: 4370 DF050B)

SILANEDIOL SALICYLATE (UNI: CO54DF30K0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)

DIMETHICO NE (UNI: 92RU3N3Y10)

TROMETHAMINE (UNIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IO NONE (UNII: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNI: D8 1QY6188E)



ALPHA.-AMYLCINNAMALDEHYDE (UNIl: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNII: P010UT964K)
FERRIC O XIDE RED (UNII: 1IKO9F3G675)
TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

D&C RED NO. 30 (UNIL: 2542T2808B)
ALUMINUM O XIDE (UNII: LMI2606933)

D&C RED NO. 27 (UNII: 2LRS185U6K)

FD&C YELLOW NO. 5 (UNIL: I753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNIl: ECW0LZ41X8)

FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XM0M8 7F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0037-2 1in1BOX 01/27/2017

1 NDC:43596-0037-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 NUDE MOCCHA - BEIGE

octinoxate lipstick

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:43596-0048

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

Octinoxate (UNI:: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51) Octinoxate 0.068g inlg
Inactive Ingredients

Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNII: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNIL: CO9H2L.21V7U)



HIGH DENSITY POLYETHYLENE (UNI: UGO0KM4WR?7)
OCTYLDODECANOL (UNI: 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46 P2311QV8)
CARNAUBA WAX (UNI: RI2CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)

DIISO STEARYL MALATE (UNI: QBS8A3XZGQ)

MICA (UNI: VB AIAW0880)

ISODODECANE (UNI: A8289P68Y2)

PHENO XYETHANOL (UNI: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820 DPX33S7)
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)

HEXYL LAURATE (UNI: 4CG9F9WO0 1Q)

METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNI: 00YIU5438U)

CHL O RPHENESIN (UNI: 6 70 DAL4SZ)

CERAMIDE NP (UNTIL: 4370 DF050B)

SILANEDIOL SALICYLATE (UNIL: CO54DF30KO0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)

DIMETHICO NE (UNIE: 92RU3N3Y10)

TRO METHAMINE (UNTIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONO NE (UNIE: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNIl: D8 1Q Y6I88E)

.ALPHA.-AMYL CINNAMALDEHYDE (UNI: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
FERRIC O XIDE RED (UNIL: 1K09F3G675)

TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNIL: 2542T2808B)

ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNI: 2LRS 185U6K)

FD&C YELLOW NO. 5 (UNI: I753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)

FERRO SOFERRIC O XIDE (UNI: XM0 M8 7F357)

TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0048-2 1in 1BOX 01/27/2017

1 NDC:43596-0048-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017



ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20 FUCSIA SUBLIME - PINK

octinoxate lipstick

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:43596-0049

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNIL4Y5P7MUD51) Octinoxate 0.068g inlg
Inactive Ingredients

Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNI: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNI: C9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
OCTYLDODECANOL (UNIL: 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL 46 P2311QV8)
CARNAUBA WAX (UNIE: RI2CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8A3XZGQ)

MICA (UNIE: V8 AIAW0880)

ISODODECANE (UNI: A8289P68Y2)

PHENO XYETHANOL (UNII: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNIE: 820 DPX33S7)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)

HEXYL LAURATE (UNI: 4CG9FIW01Q)

METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNI: 00YIU5438U)

CHL O RPHENESIN (UNIE 6 70 DAL4SZ)

CERAMIDE NP (UNIE: 4370 DF050B)

SILANEDIOL SALICYLATE (UNI: CO54DF30KO0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)

DIMETHICO NE (UNI: 92RU3N3Y10)

TROMETHAMINE (UNIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IO NONE (UNII: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNI: D8 1QY6I88E)

.ALPHA.-AMYL CINNAMALDEHYDE (UNI:: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
FERRIC O XIDE RED (UNIL: 1K09F3G675)



TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)

D&C RED NO. 30 (UNI: 2542T2808B)
ALUMINUM O XIDE (UNII: LMI2606933)

D&C RED NO. 27 (UNIL: 2LRS185U6K)

FD&C YELLOW NO. 5 (UNII: [753WB2F1M)
ACID RED 87 (UNIl: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECW0LZ41X8)

FERRIC OXIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XM0MS8 7F357)
TALC (UNIL: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0049-2 1in 1BOX 01/27/2017

1 NDC:43596-0049-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20  MARRON HAVANA - BROWN

octinoxate lipstick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:43596-0050

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNIL4Y5P7MUD51) Octinoxate 0.068g inlg
Inactive Ingredients
Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNIL: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: COH2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
OCTYLDODECANOL (UNIL: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: R12CBMOEIZ)



MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISO STEARYL MALATE (UNI: QBS8A3XZGQ)
MICA (UNI: VB AIAW0880)

ISODODECANE (UNI: A8289P68Y2)

PHENO XYETHANOL (UNI: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)

HEXYL LAURATE (UNI: 4CG9F9WO01Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIE: 00YIU5438U)

CHL O RPHENESIN (UNII: 16 70 DAL4SZ)

CERAMIDE NP (UNTL: 4370 DF050B)

SILANEDIOL SALICYLATE (UNIL: C054DF30K0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNIL: 92RU3N3Y10)
TROMETHAMINE (UNIL 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONO NE (UNIL: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNIl: D8 1QY6I88E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNIL: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT9 64K)
FERRIC O XIDE RED (UNIL: 1K09F3G675)

TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNI: 2542T2808B)

ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNI: 2LRS 185U6K)

FD&C YELLOW NO. 5 (UNIE: [753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)
FERRO SOFERRIC O XIDE (UNI: XM0 M8 7F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0050-2 1in1BOX 01/27/2017

1 NDC:43596-0050-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF



20  MARRON FANATIC - BROWN

octinoxate lipstick

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNIL 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGL YCERIDES (UNI: CO9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI:: UG00KM4WR?7)
OCTYLDODECANOL (UNIL 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: R1I2CBMOEIZ)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8A3XZGQ)
MICA (UNI: V8 ATAW0880)
ISODODECANE (UNIL: A8289P68Y2)
PHENO XYETHANOL (UNIL: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNII: 820 DPX33S7)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
HEXYL LAURATE (UNIL: 4CGIF9WO01Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIE 00 YIU5438U)
CHLORPHENESIN (UNIL 1670 DAL4SZ)
CERAMIDE NP (UNIL: 4370 DF050B)
SILANEDIOL SALICYLATE (UNIE: CO54DF30KO0)
.ALPHA.-TO COPHEROL ACETATE (UNIL: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNIE: 92RU3N3Y10)
TROMETHAMINE (UNIE: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONONE (UNI: 9XP4LC555B)
LIMONENE, (+)- (UNI: GFD7C86Q1W)
LINALOOL, (+/-)- (UNI: D8 1Q Y6 I8 8 E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNI: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI:: PO 10UT964K)
FERRIC O XIDE RED (UNII: 1K09F3G675)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
D&C RED NO. 30 (UNIL: 2542T2808B)
ALUMINUM O XIDE (UNI: LM2606933)

Item Code (Source) NDC:43596-0051

Basis of Strength

Octinoxate

Strength
0.068 g inlg

Strength



D&C RED NO. 27 (UNII: 2LRS185U6K)

FD&C YELLOW NO. 5 (UNII: [753WB2F1M)
ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECW0LZ41X8)

FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XM0MB8 7F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNII: H3R47K3TBD)

Packaging
# Item Code
1 NDC:43596-0051-2 1in1BOX

Package Description

Marketing Start Date
01/27/2017

Marketing End Date

1 NDC:43596-0051-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category
OTC MONOGRAPHFINAL  part352

Application Number or Monograph Citation

Marketing Start Date Marketing End Date
01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF

20 NUDE ROSE- BEIGE

octinoxate lipstick

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNIE: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGL YCERIDES (UNI: CO9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNIL: UG00KM4WR?7)
OCTYLDODECANOL (UNIE: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P231IQV8)
CARNAUBA WAX (UNI: R1I2CBMOEIZ)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8A3XZGQ)
MICA (UNI: V8 AIAW0880)

Item Code (Source) NDC:43596-0052

Basis of Strength Strength
Octinoxate 0.068g inlg
Strength



ISODODECANE (UNI: A8289P68Y2)

PHENO XYETHANOL (UNI: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX3357)
SILICO N DIO XIDE (UNI: ETJ7Z6 XBU4)

HEXYL LAURATE (UNI: 4CG9F9W01Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIL: 00YIU5438U)

CHL O RPHENESIN (UNT: 16 70 DAL4SZ)

CERAMIDE NP (UNIE: 4370 DF050B)

SILANEDIOL SALICYLATE (UNI: C054DF30K0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNI: 92RU3N3Y10)
TROMETHAMINE (UNIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONONE (UNIL: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNI: D8 1QY6I88E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNIL: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
FERRIC O XIDE RED (UNI: 1K09F3G675)

TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNIL: 2542T2808B)

ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNI: 2LRS 185U6K)

FD&C YELLOW NO. 5 (UNI: [753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLOW (UNI: EX438 02MRT)
FERRO SO FERRIC O XIDE (UNT: XM0 M8 7F357)
TALC (UNIE: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43596-0052-2 1in 1BOX 01/27/2017

1 NDC:43596-0052-1 4 gin 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL  part352 01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR SPF
20

octinoxate kit



Product Information

Product Type

Packaging

#

Item Code

1 NDC:43596-0053-3
1 NDC:43596-0053-2
1 NDC:43596-0053-1

Quantity of Parts

Part #

Part1
Part 2
Part 3
Part 4
Part 5
Part 6
Part7
Part 8
Part9

Part
10

Part
11

Part
12

1 CONTAINER
1 CONTAINER
1 CONTAINER
1 CONTAINER
1 CONTAINER
1 CONTAINER
1 CONTAINER
1 CONTAINER
1 CONTAINER

1 CONTAINER

1 CONTAINER

1 CONTAINER

Part 1 of 12

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR
SPF 20 VINO CAUTIVANTE - PURPLE

octinoxate paste

HUMAN OTC DRUG

Package Description
1in 1BOX
12 in 1 TRAY
1in 1 CONTAINER

Package Quantity

Product Information

Route of Administration

TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source)

Marketing Start Date

01/27/2017

0.5833 g
0.5833 g
0.5833 g
0.5833 g
0.5833 g
0.5833 g
0.5833 g
0.5833 g
0.5833 g

0.5833 g

0.5833 g

0.5833 g

Octinoxate (UNI: 4Y5P7MUDS51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name

Total Product Quantity

Basis of Strength

Octinoxate

NDC:43596-0053

Marketing End Date

Strength
0.068 g inlg

Strength



DIISOPROPYL DILINOLEATE (UNIL 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNI: C9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
OCTYLDODECANOL (UNI: 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46 P2311QV8)
CARNAUBA WAX (UNIE: RI2CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISO STEARYL MALATE (UNI: QBS8A3XZGQ)

MICA (UNI: V8 AIAW0880)

ISODODECANE (UNI: A8289P68Y2)

PHENO XYETHANOL (UNI: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNIL: 820 DPX33S7)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)

HEXYL LAURATE (UNI: 4CG9F9W01Q)

METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNI: 00YIU5438U)

CHL O RPHENESIN (UNIE: 16 70 DAL4SZ)

CERAMIDE NP (UNIE: 4370 DF050B)

SILANEDIOL SALICYLATE (UNIL: CO54DF30K0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)

DIMETHICO NE (UNI: 92RU3N3Y10)

TRO METHAMINE (UNIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IO NONE (UNII: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86 Q1W)

LINALOOL, (+/-)- (UNI: D8 1QY6I88E)

.ALPHA.-AMYL CINNAMALDEHYDE (UNIl: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
FERRIC O XIDE RED (UNIL: 1K09F3G675)

TITANIUM DIO XIDE (UNTIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNII: 2542T2808B)

ALUMINUM O XIDE (UNI: LMI26 06933)

D&C RED NO. 27 (UNI: 2LRS 18 5U6K)

FD&C YELLOW NO. 5 (UNI: I753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)

FERRO SOFERRIC O XIDE (UNI: XM0 M8 7F357)

TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 0.5833 g in 1 CONTAINER; Type 0: Not a Combination Product

Marketing Information



Marketing Category Application Number or Monograph Citation

OTC MONOGRAPHFINAL  part352

Part 2 of 12

Marketing Start Date Marketing End Date
01/27/2017

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR

SPF 20 VINO DESEO - PURPLE

octinoxate paste

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNIL: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGL YCERIDES (UNI: CO9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNIE: UG00KM4WR?7)
OCTYLDODECANOL (UNIE 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: R1I2CBMOEIZ)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8A3XZGQ)
MICA (UNIL: V8 A1IAW0880)
ISODODECANE (UNIL: A8289P68Y2)
PHENO XYETHANOL (UNII: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820 DPX33S7)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
HEXYL LAURATE (UNIE: 4CG9FIWO0 1Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIE: 00 YIU5438 U)
CHLORPHENESIN (UNIL 1670 DAL4SZ)
CERAMIDE NP (UNIL: 4370 DF050B)
SILANEDIOL SALICYLATE (UNIE: CO54DF30KO0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNIE: 92RU3N3Y10)
TROMETHAMINE (UNIE: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONONE (UNI: 9XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

Basis of Strength Strength
Octinoxate 0.068 g inlg
Strength



LINALOOL, (+/-)- (UNI: D8 1Q Y618 8E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNI:: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
FERRIC O XIDE RED (UNI: 1K09F3G675)
TITANIUM DIO XIDE (UNTIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNIL: 2542T2808B)
ALUMINUM O XIDE (UNI: LM26 069 33)

D&C RED NO. 27 (UNIL: 2LRS185U6K)

FD&C YELLOW NO. 5 (UNI: I753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLOW (UNI: EX438 02MRT)
FERRO SO FERRIC O XIDE (UNIL: XM0 M8 7F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 0.5833 g in 1 CONTAINER; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL  part352 01/27/2017

Part 3 of 12

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR
SPF 20 MARRON BAMBU - BROWN

octinoxate paste

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNIL4Y5P7MUD51) Octinoxate 0.068g inlg
Inactive Ingredients
Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNII: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)



MEDIUM-CHAIN TRIGLYCERIDES (UNIE: C9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UGO0KM4WR?7)
OCTYLDODECANOL (UNIL: 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNIE: RI2CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)

DIISO STEARYL MALATE (UNI: QBS8A3XZGQ)

MICA (UNI: VB AIAW0880)

ISODODECANE (UNI: A8289P68Y2)

PHENO XYETHANOL (UNI: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX3357)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)

HEXYL LAURATE (UNI: 4CG9F9W01Q)

METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNI: 00YIU5438U)

CHL O RPHENESIN (UNTE: 16 70 DAL4SZ)

CERAMIDE NP (UNIE: 4370 DF050B)

SILANEDIOL SALICYLATE (UNI: C054DF30K0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)

DIMETHICO NE (UNIE: 92RU3N3Y10)

TROMETHAMINE (UNIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONO NE (UNIE: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNI: D8 1QY6I88E)

.ALPHA.-AMYL CINNAMALDEHYDE (UNI:: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: P0 10UT964K)
FERRIC O XIDE RED (UNI: 1K09F3G675)

TITANIUM DIO XIDE (UNTIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNI: 2542T2808B)

ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNI: 2LRS 185U6K)

FD&C YELLOW NO. 5 (UNIE: [753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLOW (UNI: EX438 02MRT)

FERRO SO FERRIC O XIDE (UNIL: XM0 M8 7F357)

TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 0.5833 g in 1 CONTAINER; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017



Part 4 of 12

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR

SPF 20 NUDE MOCCHA - BEIGE

octinoxate paste

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
Octinoxate (UNI:: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNIE: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNIL: C9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNIE: UG00KM4WR?7)
OCTYLDODECANOL (UNIE: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNIL: R1I2CBMOEIZ)
MICRO CRYSTALLINE WAX (UNIE: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8A3XZGQ)
MICA (UNI: V8AIAW0880)
ISODODECANE (UNII: A8289P68Y2)
PHENO XYETHANOL (UNII: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820 DPX3357)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
HEXYL LAURATE (UNI: 4CG9F9W01Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIE 00 YIU5438U)
CHL O RPHENESIN (UNIL: 1670 DAL4SZ)
CERAMIDE NP (UNII: 4370 DF050B)
SILANEDIOL SALICYLATE (UNIL: CO54DF30KO0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNI: 92RU3N3Y10)
TROMETHAMINE (UNIE: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IO NO NE (UNI: 9XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)
LINALOOL, (+/-)- (UNI: D8 1Q Y6 I8 8E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNI: WC51CA3418)

Basis of Strength

Octinoxate

Strength
0.068g inlg

Strength



.BETA.-CITRONELLOL, (R)- (UNII: P010UT964K)
FERRIC O XIDE RED (UNII: 1IKO9F3G675)
TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

D&C RED NO. 30 (UNIL: 2542T2808B)
ALUMINUM O XIDE (UNII: LMI2606933)

D&C RED NO. 27 (UNII: 2LRS185U6K)

FD&C YELLOW NO. 5 (UNIL: I753WB2F1M)
ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECW0LZ41X8)

FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XMOM8 7F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNII: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 0.5833 g in 1 CONTAINER; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL  part352 01/27/2017

Part 5 of 12

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR
SPF 20 PIMIENTA CALIENTE - RED

octinoxate paste

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51) Octinoxate 0.068 g inlg
Inactive Ingredients
Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNIL: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: COH2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)



OCTYLDODECANOL (UNIE: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P231IQV8)
CARNAUBA WAX (UNI: RI2CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8A3XZGQ)

MICA (UNI: V8 AIAW0880)

ISODODECANE (UNI: A8289P68Y2)

PHENO XYETHANOL (UNI: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNIL: 820 DPX33S7)
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)

HEXYL LAURATE (UNII: 4CGIF9W01Q)

METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIE: 00 YIU5438U)
CHLORPHENESIN (UNIE: 16 70 DAL4SZ)

CERAMIDE NP (UNII: 4370 DF050B)

SILANEDIOL SALICYLATE (UNI: CO54DF30KO0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)

DIMETHICO NE (UNI: 92RU3N3Y10)

TROMETHAMINE (UNIL 023C2WHX2V)
ISOMETHYL-.ALPHA.-IO NONE (UNIE: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNI: D8 1QY6I88E)

.ALPHA.-AMYL CINNAMALDEHYDE (UNI:: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT9 64K)
FERRIC O XIDE RED (UNIL: 1K09F3G675)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

D&C RED NO. 30 (UNII: 2542T2808B)

ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNIL: 2LRS185U6K)

FD&C YELLOW NO. 5 (UNIL: I753WB2F1M)

ACID RED 87 (UNII: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)

FERRO SO FERRIC O XIDE (UNII: XM0 M8 7F357)

TALC (UNII: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 0.5833 g in 1 CONTAINER; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL  part352 01/27/2017



Part 6 of 12

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR

SPF 20 ROJO FIESTA - RED

octinoxate paste

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNIL4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNII: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: COH2L21V7U)
HIGH DENSITY POLYETHYLENE (UNII: UG00KM4WR?7)
OCTYLDODECANOL (UNIL: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: R12CBMOEIZ)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8 A3XZGQ)
MICA (UNI: VBA1IAW0880)
ISODODECANE (UNII: A8289P68Y2)
PHENO XYETHANOL (UNII: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)
SILICON DIOXIDE (UNII: ETJ7Z6 XBU4)
HEXYL LAURATE (UNIl: 4CG9F9W01Q)
METHYLPROPANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
CHLORPHENESIN (UNII: 670 DAL4SZ)
CERAMIDE NP (UNIL: 4370DF050B)
SILANEDIOL SALICYLATE (UNI: C054DF30KO0)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNII: 172F2WN8DV)
DIMETHICONE (UNIL: 92RU3N3Y10)
TROMETHAMINE (UNII: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONONE (UNII: 9 XP4LC555B)
LIMO NENE, (+)- (UNIE: GFD7C86Q1W)
LINALOOL, (+/-)- (UNIE: D8 1Q Y6I88E)
.ALPHA.-AMYLCINNAMALDEHYDE (UNIl: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNIL: P010UT964K)
FERRIC O XIDE RED (UNIL: 1KO9F3G675)

Basis of Strength

Octinoxate

Strength
0.068 g inlg

Strength



TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)

D&C RED NO. 30 (UNI: 2542T2808B)
ALUMINUM O XIDE (UNII: LMI2606933)

D&C RED NO. 27 (UNIL: 2LRS185U6K)

FD&C YELLOW NO. 5 (UNII: [753WB2F1M)
ACID RED 87 (UNIl: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECW0LZ41X8)

FERRIC OXIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XM0M87F357)
TALC (UNIL: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNII: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 0.5833 g in 1 CONTAINER; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL  part352 01/27/2017

Part 7 of 12

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR
SPF 20 ROJO PASION - RED

octinoxate paste

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNIL4Y5P7MUD51) Octinoxate 0.068g inlg
Inactive Ingredients
Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNII: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNI: COH2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
OCTYLDODECANOL (UNIL: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)



CARNAUBA WAX (UNIE: RI2CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISO STEARYL MALATE (UNIl: QBS8A3XZGQ)
MICA (UNI: VB AIAW0880)

ISODODECANE (UNI: A8289P68Y2)

PHENO XYETHANOL (UNI: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX3357)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)

HEXYL LAURATE (UNI: 4CG9F9W01Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIL: 00YIU5438U)

CHL O RPHENESIN (UNTL: 16 70 DAL4SZ)

CERAMIDE NP (UNIE: 4370 DF050B)

SILANEDIOL SALICYLATE (UNIL: C054DF30K0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNI: 92RU3N3Y10)
TROMETHAMINE (UNIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONONE (UNIE: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNI: D8 1Q Y6I88E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNIE: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: P0 10UT964K)
FERRIC O XIDE RED (UNI: 1K09F3G675)

TITANIUM DIO XIDE (UNT: 15FIX9 V2JP)

D&C RED NO. 30 (UNIL: 2542T2808B)

ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNI: 2LRS 185U6K)

FD&C YELLOW NO. 5 (UNIE: [753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)
FERRO SO FERRIC O XIDE (UNIL: XM0 M8 7F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 0.5833 g in 1 CONTAINER; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

Part 8 of 12



ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR

SPF 20 CORAL ENSUENO - RED

octinoxate paste

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNII: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: COH2L21V7U)
HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
OCTYLDODECANOL (UNII: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: R12CBMOEIZ)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8 A3XZGQ)
MICA (UNII: VBA1IAW0880)
ISODODECANE (UNII: A8289P68Y2)
PHENO XYETHANOL (UNII: HIE492Z773T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)
SILICON DIOXIDE (UNII: ETJ7Z6 XBU4)
HEXYL LAURATE (UNIl: 4CG9F9W01Q)
METHYLPROPANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
CHLORPHENESIN (UNIL: 670 DAL4SZ)
CERAMIDE NP (UNII: 4370DF050B)
SILANEDIOL SALICYLATE (UNII: CO054DF30KO0)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8X80D2L0)
OLEYL ALCOHOL (UNII: 172F2WN8DV)
DIMETHICONE (UNIL: 92RU3N3Y10)
TROMETHAMINE (UNII: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONONE (UNII: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)
LINALOOL, (+/-)- (UNIE: D8 1Q Y6I88E)
.ALPHA.-AMYLCINNAMALDEHYDE (UNIl: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: P010UT9 64K)
FERRIC O XIDE RED (UNII: 1KO9F3G675)
TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP)
D&C RED NO. 30 (UNII: 2542T2808B)

Basis of Strength

Octinoxate

Strength
0.068 g inlg

Strength



ALUMINUM O XIDE (UNII: LMI2606933)

D&C RED NO. 27 (UNII: 2LRS185U6K)

FD&C YELLOW NO. 5 (UNIL: I753WB2F1M)
ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNIl: ECW0LZ41X8)

FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XM0M8 7F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 0.5833 g in 1 CONTAINER; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL  part352 01/27/2017

Part9 of 12

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR
SPF 20 FUCSIA TENTACION - PINK

octinoxate paste

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51) Octinoxate 0.068 g inlg
Inactive Ingredients
Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNIL: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: CO9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNII: UG00KM4WR?7)
OCTYLDODECANOL (UNIE: 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNII: RI2CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)



DIISOSTEARYL MALATE (UNI: QBS8A3XZGQ)
MICA (UNI: V8 AIAW0880)

ISODODECANE (UNII: A8289P68Y2)

PHENO XYETHANOL (UNI: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNIL: 820 DPX33S7)
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)

HEXYL LAURATE (UNII: 4CGIF9W01Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIE: 00 YIU5438 U)
CHLORPHENESIN (UNIE: 16 70 DAL4SZ)

CERAMIDE NP (UNII: 4370 DF050B)

SILANEDIOL SALICYLATE (UNI: CO54DF30K0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNI: 92RU3N3Y10)
TROMETHAMINE (UNIL 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONONE (UNIL: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNI: D8 1QY6I88E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNI:: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: P0 10UT9 64K)
FERRIC O XIDE RED (UNIL: 1K09F3G675)

TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)

D&C RED NO. 30 (UNII: 2542T2808B)

ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNIL: 2LRS185U6K)

FD&C YELLOW NO. 5 (UNII: I753WB2F1M)

ACID RED 87 (UNII: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)
FERRO SO FERRIC O XIDE (UNII: XM0 M8 7F357)
TALC (UNIE: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 0.5833 g in 1 CONTAINER; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL  part352 01/27/2017

Part 10 of 12

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR
SPF 20 FUCSIA DELIRIO - PINK



octinoxate paste

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNIE: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIE: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNIL: C9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNIL: UGO0KM4WR?7)
OCTYLDODECANOL (UNIE: 46 IN10614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL: 46P2311QV8)
CARNAUBA WAX (UNI: RI2CBMOEIZ)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNIE: QBS8A3XZGQ)
MICA (UNI: V8 ATAW0880)
ISODODECANE (UNIE: A8289P68Y2)
PHENO XYETHANOL (UNIL: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820 DPX3357)
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)
HEXYL LAURATE (UNI: 4CG9FIW01Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNI: 00 YIU5438U)
CHL O RPHENESIN (UNIE: 16 70 DAL4SZ)
CERAMIDE NP (UNII: 4370 DF050B)
SILANEDIOL SALICYLATE (UNIE: CO54DF30KO0)
.ALPHA.-TO COPHEROL ACETATE (UNIL: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNIE: 92RU3N3Y10)
TROMETHAMINE (UNIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IO NONE (UNIE: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)
LINALOOL, (+/-)- (UNIE: D8 1Q Y6 I88E)
.ALPHA.-AMYLCINNAMALDEHYDE (UNI: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
FERRIC O XIDE RED (UNI: 1K09F3G675)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
D&C RED NO. 30 (UNI: 2542T2808B)
ALUMINUM O XIDE (UNI: LM2606933)
D&C RED NO. 27 (UNI: 2LRS185U6K)

Basis of Strength

Octinoxate

Strength
0.068 g inlg

Strength



FD&C YELLOW NO. 5 (UNII: [753WB2F1M)
ACID RED 87 (UNIl: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECW0LZ41X8)

FERRIC OXIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XM0M87F357)
TALC (UNIL: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNII: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 0.5833 g in 1 CONTAINER; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

Part 11 of 12

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR
SPF 20 NUDE ROSE- BEIGE

octinoxate paste

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51) Octinoxate 0.068g inlg
Inactive Ingredients
Ingredient Name Strength

DIISOPROPYL DILINOLEATE (UNIL 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNI: FY36J270ES)
MEDIUM-CHAIN TRIGLYCERIDES (UNI: COH2L21V7U)
HIGH DENSITY POLYETHYLENE (UNIE: UGO0KM4WR?7)
OCTYLDODECANOL (UNI: 46 IN106 14Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNII: 46P2311QV8)
CARNAUBA WAX (UNI: RI2CBMOEIZ)

MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)

DIISO STEARYL MALATE (UNI: QBS8A3XZGQ)

MICA (UNI: V8 AIAW0880)



ISODODECANE (UNI: A8289P68Y2)

PHENO XYETHANOL (UNI: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX3357)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)

HEXYL LAURATE (UNI: 4CG9FIW01Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNI: 00YIU5438U)

CHL O RPHENESIN (UNTL: 16 70 DAL4SZ)

CERAMIDE NP (UNIE: 4370 DF050B)

SILANEDIOL SALICYLATE (UNI: C054DF30K0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNI: 92RU3N3Y10)
TROMETHAMINE (UNIL: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IONONE (UNIL: 9 XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNIl: D8 1QY6I88E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNI:: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
FERRIC O XIDE RED (UNI: 1K09F3G675)

TITANIUM DIO XIDE (UNTIL: 15FIX9 V2JP)

D&C RED NO. 30 (UNIL: 2542T2808B)

ALUMINUM O XIDE (UNI: LM2606933)

D&C RED NO. 27 (UNI: 2LRS 185U6K)

FD&C YELLOW NO. 5 (UNI: [753WB2F1M)

ACID RED 87 (UNI: TDQ283MPCW)

D&C RED NO. 7 (UNI: ECWOLZ41X8)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)
FERRO SO FERRIC O XIDE (UNT: XM0 M8 7F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 0.5833 g in 1 CONTAINER; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/27/2017

Part 12 of 12

ESIKA PRO HD LONGWEAR LONG-LASTING HIGH-DEFINITION COLOR
SPF 20 ROSA FIORELLE - PINK

octinoxate paste



Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
DIISOPROPYL DILINOLEATE (UNIE: 5323S7S2LR)
TRIDECYL TRIMELLITATE (UNIL: FY36J270ES)
MEDIUM-CHAIN TRIGL YCERIDES (UNIL: CO9H2L21V7U)
HIGH DENSITY POLYETHYLENE (UNIE: UG00KM4WR?7)
OCTYLDODECANOL (UNIE: 46 IN1IO614Y)
POLYGLYCERYL-3 DIISOSTEARATE (UNIL 46 P2311QV8)
CARNAUBA WAX (UNIL: R1I2CBMOEIZ)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
DIISOSTEARYL MALATE (UNI: QBS8A3XZGQ)
MICA (UNIL: V8 A1AW0880)
ISODODECANE (UNI: A8289P68Y2)
PHENO XYETHANOL (UNII: HIE492ZZ3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820 DPX3357)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
HEXYL LAURATE (UNIE: 4CG9FIW01Q)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
CAPRYLYL GLYCOL (UNIE: 00 YIU5438 U)
CHL O RPHENESIN (UNIL: 1670 DAL4SZ)
CERAMIDE NP (UNII: 4370 DF050 B)
SILANEDIOL SALICYLATE (UNIL: CO54DF30KO0)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
OLEYL ALCOHOL (UNI: 172F2WN8DV)
DIMETHICO NE (UNI: 92RU3N3Y10)
TROMETHAMINE (UNIE: 023C2WHX2V)
ISOMETHYL-.ALPHA.-IO NO NE (UNI: 9XP4LC555B)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)
LINALOOL, (+/-)- (UNI: D8 1Q Y6 I8 8 E)
.ALPHA.-AMYL CINNAMALDEHYDE (UNI: WC51CA3418)
.BETA.-CITRONELLOL, (R)- (UNI:: PO 10UT964K)
FERRIC O XIDE RED (UNIE: 1K0O9F3G675)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
D&C RED NO. 30 (UNIE: 2542T2808B)
ALUMINUM O XIDE (UNI: LM26 06933)
D&C RED NO. 27 (UNIE: 2LRS185U6K)
FD&C YELLOW NO. 5 (UNIL [753WB2F1M)
ACID RED 87 (UNIE: TDQ283MPCW)

Basis of Strength

Octinoxate

Strength
0.068g inlg

Strength



D&C RED NO. 7 (UNIl: ECW0LZ41X8)

FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XMOM8 7F357)
TALC (UNI: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNII: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date
1 0.5833 g in 1 CONTAINER; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC MONOGRAPHFINAL  part352 01/27/2017

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC MONOGRAPHFINAL part352 01/27/2017

Labeler - ventura Corporation LTD (602751344)

Marketing End Date

Marketing End Date

Marketing End Date

Establishment

Name Address ID/FEI Business Operations
Bel Star MANUFACTURE(43596-0023, 43596-0024, 43596-0025, 43596-0026, 43596-0027, 43596-0028,
SA 880160197 43596-0029, 43596-0030, 43596-0031, 43596-0032, 43596-0033, 43596-0034, 43596-0035,
(éoiombia) 43596-0036, 43596-0037, 43596-0048, 43596-0049, 43596-0050, 43596-0051, 43596-0052,

43596-0053)

Revised: 2/2017 Ventura Corporation LTD
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	PRINCIPAL DISPLAY PANEL - 4 g Tube Box - VINO CAUTIVANTE - PURPLE
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