ANUBISMED- ha hyaluronic cream
ANUBIS COSMETICS 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.







Crema hidratante de textura suave y fundente. Su formulacion a base de
moléculas de &cido hialurénico de diferentes pesos moleculares proporciona un
aumento de |as reservas de agua en el tejido, mejorando la elasticidad, suavidad
e hidratacion cutanea.

Modo de emFIeo: Aplicar en cara, cuello y escote mediante un suave masaje

hasta su total absorcion. Uso diario, manana y/o noche.

Moisturising cream with a soft and melting texture. Its formulation based on
hyaluronic acid molecules of different molecular weights provides an increase
of water reserves in the tissue, improving the skin elasticity, smoothness and
hydration.

How to use: Apply it to the face, neck and neckline with a soft massage until
completely absorbed. Use daily, day and/or night.

Creme hydratante texture douce et fondante. Sa formulation a base de
molécules d'acide hyaluronique de différents poids moléculaires permet
d'augmenter les réserves d'eau en surface et en profondeur, améliorant
I'élasticité et la douceur de la peau.

Mode d'emploi: Appliquer sur le visage, le cou et le décolleté. Masser
doucement jusqua son absorption compléte.
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CREMA HIDRATANTE INTENSIVA CON
ACIDO HIALURONICO MULTI MOLECULAR

INTENSIVE MOISTURISING CREAM %

HYALURONIC CREAM &/g’

LWITH MULTIMOLECULAR HYALURONIC ACIO

CREME HIDRATANTE INTENSIVE
A BASE D'ACIDE HYALURONIDUE MULTI MOLECULAIRE

50 ml/ 1.69 F|.Oz.

ANUBISMED

ha hyaluronic cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:83021-750

Route of Administration TOPICAL

Active Ingredient/Active Moiety

-

Ingredient Name Basis of Strength Strength

ALLANTOIN (UNII: 3445277G0Z) (ALLANTOIN - UNII:3445277G0Z) ALLANTOIN Oi.nogogmL
ALOE VERA LEAF (UNII: ZY81Z83HOX) (ALOE VERA LEAF - UNI:ZY81Z83H0OX) ALOE VERA LEAF 2ih5sgo mL
FRAGRANCE 13576 (UNIl: 5EM498GW35) (FRAGRANCE 13576 - 0.225 g

UNII:5EM498GW35) FRAGRANCE 13576 in 50 mL
GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4) (GLYCERYL MONOSTEARATE GLYCERYL 0.875 ¢

- UNI:2300U9XXE4) MONOSTEARATE in 50 mL
TROLAMINE (UNIl: 903K93S3TK) (TROLAMINE - UNII:903K93S3TK) TROLAMINE 0ih3590 mL
BUTYLATED HYDROXYTOLUENE (UNIl: 1P9D0Z171K) (BUTYLATED BUTYLATED 0.0535 g
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HYDROXYTOLUENE - UNII:1P9D0Z 171K)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3) (PROPYLENE GLYCOL -
UNII:6DC9Q167V3)

CETYL ALCOHOL (UNII: 936JST6JCN) (CETYL ALCOHOL - UNII:936)ST6JCN)
TROPOLONE (UNIl: 7L6DL16P1T) (TROPOLONE - UNII:7L6DL16P1T)
TOCOPHEROL (UNII: R0OZB2556P8) (TOCOPHEROL - UNII:ROZB2556P8)
DIMETHICONE (UNII: 92RU3N3Y10) (DIMETHICONE - UNII:92RU3N3Y10)
1,2-HEXANEDIOL (UNII: TRO46Y3K1G) (1,2-HEXANEDIOL - UNII:TR046Y3K1G)
IMIDUREA (UNII: M629807ATL) (IMIDUREA - UNII:M629807ATL)

CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0OA5SMM307FC)
(CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE - UNII:0A5MM307FC)

CETEARYL ETHYLHEXANOATE (UNIl: 9M64U04C25) (CETEARYL
ETHYLHEXANOATE - UNII:9M64U04C25)

MEDIUM-CHAIN TRIGLYCERIDES (UNIl: C9H2L21V7U) (MEDIUM-CHAIN
TRIGLYCERIDES - UNII:C9H2L21V7U)

CAPRYLYL GLYCOL (UNII: 00YIU5438U) (CAPRYLYL GLYCOL - UNII:00YIU5438U)
OCTINOXATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNIl:4Y5P7MUD51)

GLYCERIN (UNIl: PDC6A3C00OX) (GLYCERIN - UNII:PDC6A3C00OX)

GLYCERYL STEARATE SE (UNIl: FCZ5MH7851) (GLYCERYL STEARATE SE -
UNII:FCZ5MH7851)

WATER (UNIIl: 059QFOKOOR) (WATER - UNII:059QFOKOO0R)

C12-20 ACID PEG-8 ESTER (UNIl: 9M7A3K4339) (C12-20 ACID PEG-8 ESTER -
UNII:9M7A3K4339)

OXYBENZONE (UNII: 9500S7VEQY) (OXYBENZONE - UNII:9500S7VEQY)

DECYL OLEATE (UNIl: ZGR06DO97T) (DECYL OLEATE - UNIl:ZGR0O6D0O97T)

Inactive Ingredients

Ingredient Name
CETYL PHOSPHATE (UNII: VTO7D6X670)

SODIUM CHONDROITIN SULFATE (PORCINE; 5500 MW) (UNIl: H5BJH23Z9A)

HYALURONATE SODIUM (UNIl: YSE9PPT4TH)
.ALPHA.-TOCOPHEROL ACETATE (UNII: 9E8X80D2L0)

HYDROXYTOLUENE in 50 mL
PROPYLENE GLYCOL 1.996 g
in 50 mL
CETYL ALCOHOL 0.0038 g
in 50 mL
0.004 g
TROPOLONE gl
0.0004 g
TOCOPHEROL ek
0.25 g
DIMETHICONE oL
0.198 g
1,2-HEXANEDIOL oe 9
0.15 g
IMIDUREA =
CARBOMER
HOMOPOLYMER, ()ihzgogmL
UNSPECIFIED TYPE
CETEARYL 1.75 g
ETHYLHEXANOATE in 50 mL
MEDIUM-CHAIN 159
TRIGLYCERIDES in 50 mL
CAPRYLYL GLYCOL 0.198 g
in 50 mL
3.4965 g
OCTINOXATE 00> 9
0.4975 g
GLYCERIN 2o
1.5¢g
GLYCERYL STEARATE SE  ©
in 50 mL
27.4065 mL
BEAUIER in 50 mL
C12-20 ACID PEG-8 2.25g
ESTER in 50 mL
24
OXYBENZ ONE AN
1.9996 g
DECYL OLEATE 90009
Strength

0.1463 g in 50 mL
0.05g in50 mL
0.25g in 50 mL
0.1g in50mL

Packaging
# Item Code Package Description Marke;;ntge Start
1 NDC:83021-750- 50 mLin 1JAR; Type 0: Not a Combination 10/17/2022

50 Product

Marketing End
Date



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
10/17/2022 01/16/2028

OTC monograph final M016

Labeler - AnuUBIS COSMETICS SL (468680293)

Registrant - Gbc oF FLORIDA IMPORTS, INC. (807003988)

Establishment
Name
ANUBIS COSMETICS SL

Address ID/FEI Business Operations
468680293 manufacture(83021-750)

Revised: 9/2023 ANUBIS COSMETICS SL



