CELESTY AGELESS SERIES AGE-DEFYING SUNSCREEN SPF 30- zinc oxide lotion
MABA KOZMETIK LIMITED SIRKETT

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.

celesty AGELESS series AGE - DEFYING SUNSCREEN SPF 30

Drug Facts:

Active Ingredients
Zinc Oxide (Nano) 19.4%

Purpose

Sunscreen

Use

Helps prevent sunburn.

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, irritation and redness develop and persist for more than 72 hours.

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

Directions

* Apply minimum 30 minutes before sun exposure. * Repeat every 4 hours ¢ Reapply after swimming or
sweating.

Other Information

Protect this product from excessive heat and direct sun. May stain some fabrics.

Inactive Ingredients

Water\Aqua\Eau, C12-15 Alkyl Benzoate, Cyclopentasiloxane, Glycerin, Caprylic/Capric

Triglyceride, Squalane, Glyceryl Stearate, Dimethicone, Sorbitan Stearate, Cetyl Alcohol, Lactic

Acid, Jojoba Esters, Steareth-20, Polyhydroxystearic Acid, Phenoxyethanol, Glyceryl Acrylate/Acrylic
Acid Copolymer, PEG-100 Stearate, Camellia Sinensis Leaf Extract, Vanilla Planifolia Fruit

Extract, Acetyl Hexapeptide-8, Hydrolyzed Glycosaminoglycans, Gardenia Jasminoides Meristem Cell
Culture, Tocopheryl Acetate (Vitamin E), Butyrospermum Parkii (Shea) Butter, Xanthan Gum, Acacia
Senegal Gum, Hydroxypropyl Methylcellulose, Caprylyl Glycol, Polysorbate 60, Crithmum Maritimum
Callus Culture Filtrate, Sodium Hyaluronate, Leontopodium Alpinum Meristem Cell

Culture, Ethylhexylglycerin, Isostearic Acid, Propylene Glycol, Arginine, CI 77491, CI 77492
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High-level protection against the aging and burning effects of sunrays.
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Drug Facts:

Active Ingredients Purpose
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Use Helps prevent sunburm.

Wan#ngs 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 doetor if skan imitation
develops when using this product.

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

Other Information Protect this product from excessive
heat and direct sun. May stain some fabrics.

Directions Apply minimum 30 minutes before sun exposure.
Repeat every 4 hours. Reapply after swimming or sweating.
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OUTER PACKAGE LABEL

AGE-DEFYING SUNSCREEN
SPF 30 (FOR MATURE SKIN)

High-level protection against the
aging and buming effects of sun rays.

Drug Facts:

Active Ingredients Purpose
ZinG Onide (Nano)19,4%.. .o Sunscreen|

Use Helps prevent sunbum.

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

When using this product keep out of eyes.

Rinse with water fo remove. Stop use and

ask a doctor if rash occurs, imitafion and
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= Apply minimum 30 minutes before sun
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CREMA SOLAR
ANTI-ENVEJECIMIENTO
SPF 30 (PARA PIELES
MADURAS)

Proteccion de alto nivel contra el
envejecimiento y los efectos
ardientes de los rayos solares.

Datos del
medicamento:

Ingredienies aclivos
Oxido de Zinc{Nana) 19 4%... Proteccién solar

Usos iyuda a preveni las quemaduras
solares. Propasito

series

Advertencias Exciusivo para uso
externo. No usar sobre piel dafiada o rofa.
Cuando use el producto
Evite el contacto con los ojos. En caso que
i los ojos con mucha
aghe. Doje s weari y peganters 3
doctor si su piel se irrita se irita o se pone
roja por mas horas.
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CELESTY AGELESS SERIES AGE-DEFYING SUNSCREEN SPF 30

zinc oxide lotion




Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ZINC OXIDE (UNIL: SOI2LOH54Z) (ZINC CATION - UNIL:13S1S8 SF37)

Inactive Ingredients

Ingredient Name
WATER (UNII: 059QF0KOOR)
ALKYL (C12-15) BENZOATE (UNIL: ASEJ3J61HQ)
CYCLOMETHICONE 5 (UNII: 0THT5PCIOR)
GLYCERIN (UNII: PDC6A3C00X)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: COH2L21V7U)
SQUALANE (UNI: GW89575KF9)
GLYCERYL MONOSTEARATE (UNI: 2300U9 XXE4)
DIMETHICONE (UNIL: 92RU3N3Y10)
SORBITAN MONO STEARATE (UNII: NVZ410 H58 X)
CETYL ALCOHOL (UNIL: 936JST6JCN)
LACTIC ACID, UNSPECIFIED FORM (UNII: 33X04XA5AT)

HYDRO GENATED JOJOBA OIL, RANDOMIZED (UNII: Q47ST02F58)

STEARETH-20 (UNI: LOQ8IK9E08)

POLYHYDRO XYSTEARIC ACID (2300 MW) (UNI: YXH47AOUOF)
PHENO XYETHANOL (UNIL: HIE492ZZ3T)

POLYACRYLIC ACID (250000 MW) (UNIL: 9G2MAD7J6 W)
PEG-100 STEARATE (UNIL: YDO IN1999R)

GREEN TEA LEAF (UNIl: W2ZU1RY8BO)

VANILLA BEAN (UNI: Q74T35078H)

ACETYL HEXAPEPTIDE-8 (UNII: L4EL31FWIL)

Item Code (Source) NDC:81120-106

Basis of Strength
ZINC CATION

HYDROLYZED GLYCO SAMINO GLYCANS (BOVINE; 50000 MW) (UNIL: 997385V0VYV)

GARDENIA JASMINO IDES FRUIT (UNII: 7CTH8 MD549)
ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
SHEA BUTTER (UNII: K49 155WL9Y)

XANTHAN GUM (UNII: TTV12P4NEE)

ACACIA (UNIL: 5C5403N260)

HYPROMELLO SE, UNSPECIFIED (UNII: 3NXW29 V3WO)
CAPRYLYL GLYCOL (UNI: 00YIU5438U)
POLYSORBATE 60 (UNI: CAL22UVI4M)

CRITHMUM MARITIMUM WHO LE (UNII: J7IHY79 BKY)
HYALURONATE SODIUM (UNII: YSE9PPT4TH)

LEONTOPODIUM NIVALE SUBSP. ALPINUM ROOT (UNI: SDW6SS1K6])

ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)
ISOSTEARIC ACID (UNII: X33R8U0062)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
ARGININE (UNIL: 94ZLA3WA45F)

Strength
194 mg in 1 mL

Strength



FERRIC O XIDE RED (UNIL: 1KO9F3G675)
FERRIC OXIDE YELLOW (UNII: EX438 O2MRT)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:81120-106-01 1in 1BOX 12/07/2020

1 60 mL in 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 12/07/2020

Labeler - MABA KOZMET K LIMIT ED SIRKETI(503001418)

Establishment

Name Address ID/FEI Business Operations
MABA KOZMETIK LIMITED SIRKETI 503001418 manufacture(81120-106)

Revised: 12/2020 MABA KOZMETIK LIMITED SIRKETI
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