DR NIKKO SHEER SUNSCREEN- octinoxate cream
Cit Co., 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.

octinoxate, octisalate, ensulizole
water, glycerin, dipropylene glycol, etc.
helps prevent sunburn

1. If the following symptoms occur after product use, stop using the product immediately and consult a
dermatologist (continuous use can exacerbate the symptoms).

1) Occurrence of red spots, swelling, itchiness, and other irritation

2) If the symptoms above occur after the application area is exposed to direct sunlight

2. Do not use on open wounds, eczema, and other irritations

3. Precaution for Storage and Handling

1) Close the lid after use

2) Keep out of reach of infants and children

3) Do not to store in a place with high/low temperature and exposed to direct sunlight

4. Use as avoiding eye areas.
Keep out of reach of children.
Apply liberally 15 minutes before sun exposure

external use only

[DR NIKKO] Sheer Sunscreen Unit Box_50ml

Drug Facts

Active Ingredients Purpose
Octinoxate - 7.0%

Octisalate - 4.5% ]— Sunscreen
Ensulizole - 2.0%

Uses:

> Helps prevent sunburn.

> If used as directed with other sun
protection measures (see Directions),

decreases the risk of skin cancer and early
skin aging caused by the sun.

Warnings:

For external use only.

Do not use on damaged or broken skin.
‘When using this product, keep out of eyes.
Rinse with water to remove.

Stop use and ask a doctor if rash occurs.
Keep out of reach of children. If preduct
is swallowed, get medical help or contact “My patients are not looking for
a Poison Control Center right away.
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abroad spectrum SPF of 15 or higher and
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® Limit time in the sun, especially from
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the results we deliver in

a formulation from the
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‘Water,Glycerin, Dipropylene Glycol, Diethylamino
Hydraxybenzoy| Hexyl Benzoate, C12-15 Alkyl
Benzoate, Cetearyl Olivate, Cetearyl Aloohol, Methyl
Methacrylate Crosspalymer, Glyceryl Stearate, Sorbitan
Qlivate, Bis:

Triazine, Polyacrylate-13, Polysorbate 60, Dimethicone,
Palylscbutene, Caprylyl Glycal, Sodium Hydroxide,
Sorbitan Stearate, Ethylhexylghycerin, PEG-100
Stearate, Fragrance, Polysorbate 20, Sorbitan
Isostearate, 1, 2-Hexanediol, Disodium EDTA,
Butylene Glycol, Prunus Amygdalus Dulcis (sweet
Almand) Seed Extract, Pinus Sylvestris Bark Extract,
Caprylic/Capric Triglyceride, Polyglyceryl-10
Dilsestearate, Hydrogenated Lecithin,
Phancxyethanal, Pistacia Lentiscus (Mastic) Gum,
Zingiber Officinale (Ginger) Root Extract,
Tetrasodium EDTA, Hydrolyzed Hyaluranic Acid,

Other information:

> Protect this product from excessive
heat and direct sun.

> Repart serious adverse event to:
Mikke Cosmetic Surgery Center

1001 West Loop S #813 Haustan, TX 77027

direct to my patients.”

-DR. A. NIKKO

DR. NIKKO SKIN CARE
FOR THE SKIN YOU WANT

fate Mg . ooE U2

Manufactured in South Korea for
Nikko Cosmetic Surgery Center
1001 West Loop S #813
Houston, TX 77027

www.drnikko.com

-3 ‘51232 ‘ 00044 HS

Questions or comments?
“meum 832-206-2900/ M-T 9am-5pm F $am-3pm

SUNSCREEN

WITHSKIN MATRIX COMPLEX

SWEET ALMOND EXTRACT
PINE BARK EXTRACT

17 FLOZ (50mL)

sunscnz:n‘@]’;iuu

A PROPRIETARY SKIN
MATRIX COMPLEX-

A COMPOUND
CONTAINING A PROTEIN
ENHANCER, HYDROLYZED
HYALURONIC ACID AND
PEPTIDES - WITH
MOURISHING NATURAL
INGREDIENTS OF SWEET
ALMOND EXTRACT AND
PINE BARK EXTRACT.
THIS POTENT FORMULA
1S DELIVERED INTQ THE
SKIN VIA THE MOST
ADWVAMCED SYSTEM
KOREA OFFERS - FAST
ABSORBING, LIGHT
WEIGHT FORMULA AND
NONE OF THE VISIBLE
'WHITE RESIDUE. DR.
NIKKO SKIN CARE GIVES
MAXIMUM RESULTS WITH
MINIMUM IRRITATION.

DR NIKKO SHEER SUNSCREEN

octinoxate cream

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
OCTINO XATE (UNIL: 4Y5P7MUDS51) (OCTINOXATE - UNIE4Y5P7MUD51)
ENSULIZOLE (UNI: 9 YQ9 DI1W42) (ENSULIZOLE - UNIL:9 YQ9 DI1W42)
OCTISALATE (UNI: 4X49Y0596 W) (OCTISALATE - UNI:4X49 Y0596 W)

Inactive Ingredients

Ingredient Name
WATER (UNIE 059 QFOKOOR)
GLYCERIN (UNIL: PDC6A3C00X)

Item Code (Source)

NDC:69133-050

Basis of Strength

OCTINOXATE
ENSULIZOLE
OCTISALATE

Strength

7 g in 100 mL
2 g in 100 mL
4.5g in 100 mL




Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:69133-050-01 50 mL in 1 TUBE; Type 0: Not a Combination Product 08/13/2018

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 08/13/2018

Labeler - cit co., Ltd. (690081646)

Registrant - Cit Co., Ltd. (690081646)

Establishment
Name Address ID/FEI Business Operations
Cit Co., Ltd. 690081646 label(69133-050) , manufacture(69133-050)

Revised: 8/2018 Cit Co., Ltd.



