HYDROMARINE EXTREME- octinoxate cream
Zenith Medicosm SL

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

Active Ingredient
Octinoxate 7.5%

Description

Light-texture day/night cream with marine collagen, hyaluronic acid and reaffermine that provides a
natural level of hydration and all the nutrients required to keep your skin working perfectly.

200ml. 6.8 F1.Oz.

Warning
TOPICAL USE
PROFESSIONAL ONLY

Instructions for use

After applying COLLAGEN HYDROMARINE EXTREME SERUM, rub the CREAM in gently until
absorbed.



Crema dia/noche de textura ligera a base
de colégeno marino, écido hialurénico

y reafermine que osegura un grado
natural de hidratacién, aportando todos los

nutrientes necesarios para un perfecfo

funcionamiento dérmico.

Modo de empleo: Después de COLLAGEN
K I NT I M E S HYDROMARINE EXTREME SERUM, aplicar la
CREMA efectuando un suave masaje hasta

Collagen Hydromarine Extreme su fotal absorcién.

Light-texture day/night cream with marine
collagen, hyaluronic acid and

CREAM reaffermine that provides a natural level
Spf1 of hydration and all the nutrients required
PJ 15 to keep your skin working perfectly.

Insiructions for use: After applying
COLLAGEN HYDROMARINE EXTREME
SERUM, rub the CREAM in gently until

completely absorbed.

Ingradients: AQUA (WATER), PARAFFINUM LIGUIDUM
(MINERAL OIL), CETEARYL ALCOHOL, OCTYL
METHOXYCINMAMATE, PEG-8 STEARATE, GLYCERIN,

ALOE BARBADENSIS (ALOE EXTRACT), DIMETHICOME,
SOLUBLE COLLAGEN, GLYCINE MAX (SOYBEAN
EXTRACT]), HYDROLYZED GLYCOSAMINOGLYCANS,

CHONDRUS CRISPUS, SODIUM LAURYL SULFATE,
TOCOPHERYL ACETATE, BHT, METHYLPARABEN,
PROPYLPARABEN, 2-BROMO-2-NITROPROPANE-1,3-
DIOL, METHYLCHLOROISOTHIAZOLINONE,
METHYLISOTHIAZOLINONE, C.I. 19140 (FD & BLUE
N1}, PARFUM (FRAGRANCE).
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PRODUCT OF EU

200ml. © 6,8 FLOz.
HYDROMARINE EXTREME
octinoxate cream
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:42248-110
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

OCTINO XATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNIL:4Y5P7MUDS1) OCTINOXATE 15 mL in 200 mL



Inactive Ingredients
Ingredient Name Strength
ALOE (UNII: V5VD430YW9)
PROPYLPARABEN (UNII: Z81X2SC10H)
ALPHA-TO COPHEROL ACETATE (UNIL: 9E8 X80D2L0)
GLYCERIN (UNIL: PDC6A3C00X)
TRICHL O ROETHANE (UNIL: 113C6501R1)
SODIUM LAURYL SULFATE (UNI: 368GB5141))
WATER (UNI: 059 QFOKOOR)
MINERAL OIL (UNIL: T5L8 T28 FGP)
CETOSTEARYL ALCOHOL (UNIL: 2DMT128M1S)
PEG-8 STEARATE (UNIL: 2P91.47VI5E)
DIMETHICO NE (UNIL: 92RU3N3Y10)
SOYBEAN (UNIL: L7HT8 F1ZOD)
CHONDRUS CRISPUS (UNII: OQS23HUA1X)
BUTYLATED HYDRO XYTO LUENE (UNIL: 1P9 D0 Z171K)
PROPYLPARABEN (UNI: Z81X2SC10H)
BRONOPOL (UNIE: 6PUIEI6COW)
HYDROLYZED GLYCOSAMINO GLYCANS (BOVINE; 50000 MW) (UNIL: 997385V0VYV)
METHYLCHLOROISOTHIAZO LINO NE (UNI: DEL7T5QRPN)
METHYLPARABEN (UNIL: A218 C7HI9T)
COLLAGEN, SOLUBLE, FISH SKIN (UNIL: 8JC99XGU4W)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:42248-110-01 200 mL in 1 TUBE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 08/15/2011

Labeler - Zenith Medicosm SL (464239694)

Registr ant - Zenith Medicosm SL (464239694)

Establishment
Name Address ID/FEI Business Operations
Zenith Medicosm SL 464239694 manufacture

Revised: 1/2012

Zenith Medicosm SL
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