
UNIWELL AQUA SUNCREAM- octinoxate, octisalate cream  
uniwell 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.

----------

Drug Facts
OCTINOXATE 7.00%

OCTISALATE 4.50%

Sunscreen

Helps prevent sunburn

Apply liberally 15 minutes before sun exposure.

Reapply at least every two hours

Sun protection measures. Spending time in the sun increases your risk of skin cancer and early skin
aging. To decrease this risk, regularly use a sunscreen with a broad spectrum SPF of 15 of higher and
other sun protection measures including: 1) Limited time in the sun, especially from 10 am to 2 pm. 2)
Wear long-sleeve shirts, pants, hats, and sunglasses
Ask a doctor to use for children under 6 months

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 using and ask a doctor if rash occurs.

Keep out of reach of the children. If product is swallowed, get medical help or contact a poison control
center right away.

Water, Butylene Glycol, Diethylamino Hydroxybenzoyl Hexyl Benzoate, C12-15 Alkyl Benzoate,
Niacinamide, Methyl Methacrylate Crosspolymer, Phenylbenzimidazole Sulfonic Acid, Cetearyl
Alcohol, Glyceryl Stearate, Cetearyl Olivate, Bis-Ethylhexyloxyphenol Methoxyphenyl Triazine,
Sorbitan Olivate, Polysorbate 60, PEG-100 Stearate, Sorbitan Stearate, Dimethicone, Polyacrylate-13,
Panthenol, Caprylyl Glycol, Sodium Hydroxide, Polyisobutene, Ethylhexylglycerin, Citrus Aurantium
Dulcis (Orange) Oil, 1,2-Hexanediol, Disodium EDTA, Propolis Extract, Lavandula Angustifolia
(Lavender) Flower/Leaf/Stem Extract, Camellia Sinensis Leaf Extract, Lavandula Angustifolia
(Lavender) Oil, Adenosine, Polysorbate 20, Hamamelis Virginiana (Witch Hazel) Leaf Extract, Sorbitan
Isostearate, Panax Ginseng Root Extract, Portulaca Oleracea Extract, Ecklonia cava Extract, Codium
Tomentosum Extract, Gelidium Cartilagineum Extract, Hizikia Fusiforme Extract, Glycerin, Geranium
Maculatum Oil, Citrus Aurantium Bergamia (Bergamot) Fruit Oil, Santalum Album (Sandalwood) Oil,
Rose Flower Oil, Chamomilla Recutita (Matricaria) Flower Oil, Olea Europaea (Olive) Leaf Extract,
Alcohol, Anthemis Nobilis Flower Extract, Brassica Oleracea Italica (Broccoli) Extract,
Phenoxyethanol, Styrax Benzoin Gum, Commiphora Myrrha Oil, Aloe Barbadensis Leaf Juice,
Gossypium Herbaceum (Cotton) Extract, Potassium sorbate, Sodium Benzoate



UNIWELL AQUA SUNCREAM  
octinoxate, octisalate cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:7150 2-0 0 1

Route  of Adminis tration TOPICAL



Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

O ctino xa te  (UNII: 4Y5P7MUD51) (OCTINOXATE - UNII:4Y5P7MUD51) Octino xate 3.5 mg  in 50  mL

O CTISALATE (UNII: 4X49 Y0 59 6 W) (OCTISALATE - UNII:4X49 Y0 59 6 W) OCTISALATE 2.25 mg  in 50  mL

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

Butylene Glyco l  (UNII: 3XUS8 5K0 RA)  

DIETHYLAMINO  HYDRO XYBENZO YL HEXYL BENZO ATE (UNII: ANQ8 70 JD20 )  

ALKYL ( C12 -15)  BENZO ATE (UNII: A9 EJ3J6 1HQ)  

NIACINAMIDE (UNII: 25X51I8 RD4)  

ENSULIZO LE (UNII: 9 YQ9 DI1W42)  

CETO STEARYL ALCO HO L (UNII: 2DMT128 M1S)  

GLYCERYL MO NO STEARATE (UNII: 230 OU9 XXE4)  

Cetea ryl O liva te  (UNII: 58 B6 9 Q8 4JO)  

BEMO TRIZINO L (UNII: PWZ1720 CBH)  

So rbita n O liva te  (UNII: MDL271E3GR)  

Po lyso rba te  6 0  (UNII: CAL22UVI4M)  

PEG-10 0  Stea ra te  (UNII: YD0 1N19 9 9 R)  

SO RBITAN MO NO STEARATE (UNII: NVZ4I0 H58 X)  

DIMETHICO NE (UNII: 9 2RU3N3Y1O)  

PO LYACRYLAMIDE ( 150 0  MW)  (UNII: 5D6 TC4BRWV)  

Pa ntheno l  (UNII: WV9 CM0 O6 7Z)  

Ca prylyl Glyco l  (UNII: 0 0 YIU5438 U)  

So dium Hydro xide  (UNII: 55X0 4QC32I)  

PO LYISO BUTYLENE ( 10 0 0  MW)  (UNII: 5XB3A6 3Y52)  

Ethylhexylg lycerin  (UNII: 147D247K3P)  

O RANGE O IL (UNII: AKN3KSD11B)  

1,2 -Hexa nedio l  (UNII: TR0 46 Y3K1G)  

EDETATE DISO DIUM ANHYDRO US  (UNII: 8 NLQ36 F6 MM)  

PRO PO LIS WAX (UNII: 6 Y8 XYV2NOF)  

LAVANDULA ANGUSTIFO LIA SUBSP. ANGUSTIFO LIA FLO WERING TO P (UNII: 9 YT4B71U8 P)  

GREEN TEA LEAF (UNII: W2ZU1RY8 B0 )  

LAVENDER O IL (UNII: ZBP1YXW0 H8 )  

ADENO SINE (UNII: K72T3FS56 7)  

PO LYSO RBATE 2 0  (UNII: 7T1F30 V5YH)  

HAMAMELIS VIRGINIANA LEAF (UNII: T0 7U116 1SV)  

SO RBITAN ISO STEARATE (UNII: 0 1S2G2C1E4)  

ASIAN GINSENG (UNII: CUQ3A77YXI)  

PURSLANE (UNII: M6 S8 40 WXG5)  

ECKLO NIA CAVA (UNII: UXX2N5V39 P)  

CO DIUM TO MENTO SUM (UNII: B8 B45BRU8 7)  

GELIDIUM CARTILAGINEUM (UNII: 37LBZ0 E1UE)  

SARGASSUM FUSIFO RME (UNII: X436 TJ4A11)  

Glycerin  (UNII: PDC6 A3C0 OX)  

GERANIUM MACULATUM RO O T O IL (UNII: H2E371EDYX)  



uniwell LTD

BERGAMO T O IL (UNII: 39 W1PKE3JI)  

SANDALWO O D O IL (UNII: X7X0 1WMQ5F)  

RO SA RUGO SA FLO WER BUD (UNII: TZ0 BE8 I3MW)  

CHAMO MILE FLO WER O IL (UNII: 6 0 F8 0 Z6 1A9 )  

O LEA EURO PAEA LEAF (UNII: MJ9 5C3OH47)  

Alco ho l  (UNII: 3K9 9 58 V9 0 M)  

CHAMAEMELUM NO BILE FLO WER (UNII: O2T154T6 OG)  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

STYRAX BENZO IN RESIN (UNII: FE6 6 3Z8 IRO)  

MYRRH O IL (UNII: H74221J5J4)  

ALO E VERA LEAF (UNII: ZY8 1Z8 3H0 X)  

LEVANT CO TTO N SEED (UNII: 550 E4N439 V)  

PO TASSIUM SO RBATE (UNII: 1VPU26 JZZ4)  

SO DIUM BENZO ATE (UNII: OJ245FE5EU)  

Packaging

# Item Code Package Description Marketing  Start
Date Marketing  End Date

1 NDC:7150 2-0 0 1-
0 2 1 in 1 CARTON 0 6 /12/20 17

1 NDC:7150 2-0 0 1-0 1 50  mL in 1 CONTAINER; Type 0 : No t a  Co mbinatio n
Pro duct

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph no t fina l part352 0 6 /12/20 17

Labeler - uniwell LT D (694646565)

Registrant - uniwell LT D (694646565)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Co smecca  Ko rea  Co ., Ltd. 6 8 8 8 30 8 27 manufacture(7150 2-0 0 1)

 Revised: 6/2017
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