ANUBIS BARCELONA REGUL OIL- peg-40 hydrogenated castor oil, propylene
glycol, arctium majus root extract concentrate

ANUB

IS 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.
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Ingreclients: AQUA (WATER), ALCOHOL DEMAT,
PEG-40 HY DROGENATED CASTOR OIL, FAEX
[YEAST) EXTRACT, PROPYLENE GLYCOL,
ARCTIUN NAJUS BOCT EXTRACT, ALLANTOIN,
CELLULOSE, HYDRCKYETHY LCELLULOSE,
ISOPAOPY L ALCOHOL, SODIUM ACETATE,
TICKOLONE, BISABOLOL, FARMESCL, DISODI UM
EDTA, METHY LPARABEN, PANTHENOL,
PHENCICYETHANOL, BUTYLPARABEN,
ETHYLPARABEM, PROPYLPARABEN, TH AINE
HCL, MIACINAMIDE, PYFIDOXINE HCL, RETIMYL
PALMITATE, TOCOPHERCL, ASCOREY L PALMITATE,
TOCOPHERY L ACETATE, FIBOFLAVIN, PARF UM
[FRAGRANCE), CITRAL, LIMOMENE, CH1 9140,

LOTE

LSO TOPIGD, NG INGERIR. MANTENER
ALEJADD DEL ALGANCE DELOS MRS
PRESERVAR DE LOS CAMBIOS BRUSCOS
DETEMPERATURA 42 DE LA LUZ DIRECTA.

FOR EXTERNAL USE, DO NOT OO NSUME.
KEEP AW’ FROM CHILDREN. DO NOT
EXPCSEIT TO DIRECT LIGHT AMDYOR

TO EXTREM CHANGES OF TEMPERATURE.

USAGE TOFIQUE, B TER INGEETION, TENIR
HORS DE L4 FORTEE DES ENFANTS
FROTEGER CONTRE LES CHANGEMENTS
BRUSQUES DE TEMPERATURE ETIOU
LUMIERE DIRECTE

Manufactured by:

ANUBIS COSMETICS, S.L.

Frederic Soler 110

02205 Sabadell (Barcelona)

Wade in Spain { Fabriqué en Espagne
www.anubis-cosmetics.com
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Indicado especialmante pam
actuar da forma efectiva sobre
espinillas ¥ granos, favoreciando
su cicatrizacion. Contiana tiomlona
y badana, gue ayudan a regular k.
sacnasidn sebdces, Con un suave
afect queratolitico, calmea y
regenara, me orando cicatice s

Moco da em plea: Aplicar
diariamanta sobkz B zona
aspecifica a tratar Daspuds da
50 Us0, s& recomience ratirar 2l
procucio sobran e dal oikon.

Farticulary suitable toact
effectivaly on blackheads and
spote, prormeting their healing.
Cortaing tioxolone and buclack,
that helps fo regulate the sehum
secretion. Witha gentle

ke mtalytic eftect; tcalms and
tegenaratas, improving scars

Hew o use: Apply directly tathe
specific area to he treated. Atter
use, itis recarmirended to rrrove
arny excess product fromthe
rall-an,

Partic uligternant Boarmea né
pour agir efficac erment sur les
boutang, en favorisant leur
cicatrisation. Il contient de
tioxokone et de la bardane, qui
aidenta guler k- s&crétion
sdhands Aveo unoou eftet
lE mtalyticue, ilapaise ot
tegénére, améliorant les
cicatices,

Nade derrplal : Appliguer
jueaticiennatment surla zane
spécificque & trmitar, Aprés
utilization, il est racammeandé de
tetiter|” e és de procuitdu
rll-an,

ANUBIS

barcelona

ANUBIS

barcelona

__Concentrate
Equilibrant Roll-on

COMPLEJO REGULADOR
DIRECTO AL GRAMNO

BALANCING COMPLEX
DIRECT T THE SPOT

COMPLEXE REGULATEUR
DIRECTE AU BOLTON

10ml/0.34 Fl.Oz.
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Ingredients: AQUA (WATER), ALCOHOL DEMAT,
PEG-40 HY DROGENATED CASTOR OIL, FAEX
[YEAST) EXTRACT, PROPYLENE GLYCOL,
ARCTIUN MAJUS ROCT EXTRACT, ALLANTOIN,
CELLULOSE, HY DAY ETHY LGELLULOSE,
ISOPAOPY L ALCOHOL, SODIUM ACETATE,
TICKOLONE, BISABOLOL, FARMESOL, DISODIUN
EDTA, METHY LPARABEN, FANTHENOL,
PHENCICYETHANOL, BUTYLFARABEN,
ETHYLPARABEN, PROPYLPARABEN, TH AINE
HCL, NIACINAMIDE, PYRIDCKINE HCL, RETIMYL
PALMITATE, TOCOPHERCL, ASCOREY L PALMITATE,
TOCOPHERY L ACETATE, FIBOFLAVIN, PARF UM
[FRAGRANCE), CITRAL, LIMOMENE, CH 9140,
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U20 TORISD, NG INGERIR. MANTENER :
ALEJADD DEL ALGANGE DE LTS NIFCS. |
FRESERVAR DE LOS CAMEICS BRUSCOS |
DETEMPERATURA ¥4 DE LA LUZ DIRECTA. |
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FOR EXTERMNAL USE, DO NOT DD MSUME.
KEEP AW FROM CHILDREN. DO NOT
EXPOSEITTO DIRECT UGHT ANDICR

TO EXTREM CHANGES OF TEMPERATLRE.

USAGE TORCLUE, B¥ ITER INGESTION, TEMIR
HORS DE LA FORTEE DES ENFANTS
PROTEGER CONTRE LES CHANGEMENTS
BRUSQUES DE TEMPERATURE ET/OU
LUMIERE DIRECTE

MWanufactured by:

ANUBIS COSMETICS, S.L.

Frederic Soler 110

08205 Sabadell (Barcelona)

Made in Spain { Fabriqué en Espagne
www.anubis-cosmetics.com
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Indicado espatialmanta pam
actuar da forma afactiva sobra
aspinillas ¥ granos, favoracianco
U cicatrizacion. Contiena tioxolana
v badana, gua ayudan a ragular k.
sacracion sebdces. Con un suave
afect queratolitico, calma y
ragenara, meorando cicatricss.

Moo da am pleo: Aplicar
diariamente sobre b zona
aspacifica a tratar Daspuds da
50 Us0, $& recomience ratirar 2l
pmocucio sobran e dal olkon

Particulaty suitable toact
effectively an blackheads and
spats, prometing their healing.
Cortains tickalone and buciack,
that helps to regulate the sehum
secretion. Witha gentle
lemtalytic effect; itcalms and
regenarates, improwing scars.

Heow to use: Apply directly tothe
specific area to be treated. Atter
use, itis recarmirended to rermove
arny excess product fromthe
tall-an,

Particulidrernant roormima noé
paur agir efficac arment sur les
boutans, en favorisant leur
cicatrization. Il contiznt de
ticoaakone et cle la barclane, qui
aiderta reguler k- sécration
sdhacée, Avec undous effet
K mtalyticue, ilapaise ot
tgéndre, améliorant lag
cicatfices

Naode derplal : Appliguer
ueaticiennament curla zane
spécifique 4 tmiter. Aprés
utilization, il et racammandé de
tetiter |’ excés de procluitdu
rall-an

ANUBIS

barcelona

ANUBIS

barcelona

REGUL OIL
__Concentrate
Equilibrant Roll-on

COMPLEJO REGULADOR
DIRECTO AL GRANO

BALAMCING COMPLEX
DIRECT TQ THE SPOT

CONPLEXE REGULATEUR
DIRECTE AU BOUTON

10ml/0.34 Fl.Oz.
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sacracion sebdces. Con un suave
afect queratolitico, calma y
ragenara, meorando cicatricss.

Moo da am pleo: Aplicar
diariamente sobre b zona
aspacifica a tratar Daspuds da
50 Us0, $& recomience ratirar 2l
pmocucio sobran e dal olkon

Particulaty suitable toact
effectively an blackheads and
spats, prometing their healing.
Cortains tickalone and buciack,
that helps to regulate the sehum
secretion. Witha gentle
lemtalytic effect; itcalms and
regenarates, improwing scars.

Heow to use: Apply directly tothe
specific area to be treated. Atter
use, itis recarmirended to rermove
arny excess product fromthe
tall-an,

Particulidrernant roormima noé
paur agir efficac erment sur les
boutans, en favorisant leur
cicatrization. Il contiznt de
ticoaakone et cle la barclane, qui
aiderta reguler k- sécration
sdhacée, Avec undous effet
K mtalyticue, ilapaise ot
tgéndre, améliorant lag
cicatfices

Naode derplal : Appliguer
ueaticiennament curla zane
spécifique 4 tmiter. Aprés
utilization, il et racammandé de
tetiter |’ excés de procluitdu
rall-an

ANUBIS

barcelona

ANUBIS

barcelona

REGUL OIL
__Concentrate
Equilibrant Roll-on

COMPLEJO REGULADOR
DIRECTO AL GRANO

BALAMCING COMPLEX
DIRECT TQ THE SPOT

CONPLEXE REGULATEUR
DIRECTE AU BOUTON

10ml/0.34 Fl.Oz.
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Ingredients: AQUA (WATER), ALCOHOL DEMAT,
PEG-40 HY DROGENATED CASTOR OIL, FAEX
[YEAST) EXTRACT, PROPYLENE GLYCOL,
ARCTIUN MAJUS ROCT EXTRACT, ALLANTOIN,
CELLULOSE, HY DAY ETHY LGELLULOSE,
ISOPAOPY L ALCOHOL, SODIUM ACETATE,
TICKOLONE, BISABOLOL, FARMESOL, DISODIUN
EDTA, METHY LPARABEN, FANTHENOL,
PHENCICYETHANOL, BUTYLFARABEN,
ETHYLPARABEN, PROPYLPARABEN, TH AINE
HCL, NIACINAMIDE, PYRIDCKINE HCL, RETIMYL
PALMITATE, TOCOPHERCL, ASCOREY L PALMITATE,
TOCOPHERY L ACETATE, FIBOFLAVIN, PARF UM
[FRAGRANCE), CITRAL, LIMOMENE, CH 9140,

LOTE:
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U20 TORISD, NG INGERIR. MANTENER :
ALEJADD DEL ALGANGE DE LTS NIFCS. |
FRESERVAR DE LOS CAMEICS BRUSCOS |
DETEMPERATURA ¥4 DE LA LUZ DIRECTA. |
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FOR EXTERMNAL USE, DO NOT DD MSUME.
KEEP AW FROM CHILDREN. DO NOT
EXPOSEITTO DIRECT UGHT ANDICR

TO EXTREM CHANGES OF TEMPERATLRE.

USAGE TORCLUE, B¥ ITER INGESTION, TEMIR
HORS DE LA FORTEE DES ENFANTS
PROTEGER CONTRE LES CHANGEMENTS
BRUSQUES DE TEMPERATURE ET/OU
LUMIERE DIRECTE

MWanufactured by:

ANUBIS COSMETICS, S.L.
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ANUBIS BARCELONA REGUL OIL

peg-40 hydrogenated castor oil, propylene glycol, arctium majus root extract concentrate

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:83021-624

Route of Administration TOPICAL




Active Ingredient/Active Moiety
Ingredient Name

ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M)

POLYOXYL 40 HYDROGENATED CASTOR OIL (UNIl: 7YC686GQ8F)
(POLYOXYL 40 HYDROGENATED CASTOR OIL - UNII:7YC686GQ8F)

YEAST, UNSPECIFIED (UNIl: 3NY3SM6B8U) (YEAST, UNSPECIFIED -
UNII:3NY3SM6B8U)

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

ARCTIUM LAPPA ROOT (UNII: 597E9BI3Z 3) (ARCTIUM LAPPA ROOT -
UNII:597E9BI3Z 3)

ALLANTOIN (UNII: 3445277G0Z) (ALLANTOIN - UNII:3445277G0Z)

POWDERED CELLULOSE (UNIl: SMD1X3XO9M) (POWDERED CELLULOSE -
UNIl:SMD1X3X09M)

PROPYLPARABEN (UNII: Z8IX2SC10H) (PROPYLPARABEN - UNII:Z8IX2SC10H)

TOCOPHEROL (UNIIl: R0OZB2556P8) (TOCOPHEROL - UNII:ROZB2556P8)

FRAGRANCE 13576 (UNIl: 5EM498GW35) (FRAGRANCE 13576 -
UNII:5EM498GW35)

ETHYLPARABEN (UNII: 14255EXE39) (ETHYLPARABEN - UNII:14255EXE39)

ASCORBYL PALMITATE (UNIl: QN83US2BON) (ASCORBYL PALMITATE -
UNII:QN83US2BON)

WATER (UNIl: 059QFOKOOR) (WATER - UNI:059QFOKOOR)
TIOXOLONE (UNII: SOFAJ1IR9CD) (TIOXOLONE - UNII:SOFAJ1R9CD)
LEVOMENOL (UNIl: 24WE03BX2T) (LEVOMENOL - UNII:24WE03BX2T)

HYDROXYETHYL CELLULOSE, UNSPECIFIED (UNIl: T4V6TWG28D)
(HYDROXYETHYL CELLULOSE, UNSPECIFIED - UNIl: T4V6TWG28D)

ISOPROPYL ALCOHOL (UNIl: ND2M416302) (ISOPROPYL ALCOHOL -
UNII:ND2M416302)

FARNESOL (UNII: EB41QIU6JL) (FARNESOL - UNI:EB41QIU6JL)
METHYLPARABEN (UNII: A2I8C7HI9T) (METHYLPARABEN - UNII:A2I8C7HIOT)

PANTHENOL (UNIl: WW9CM0067Z) (PANTHENOL - UNIl:VW9CM0067Z)

PHENOXYETHANOL (UNII: HIE492ZZ 3T) (PHENOXYETHANOL -
UNII:HIE492Z Z 3T)

BUTYLPARABEN (UNII: 3QPILU3FV8) (BUTYLPARABEN - UNII:3QPILU3FV8)
NIACINAMIDE (UNII: 25X5118RD4) (NIACINAMIDE - UNII:25X5118RD4)
RIBOFLAVIN (UNII: TLM29760FR) (RIBOFLAVIN - UNII: TLM29760FR)
CITRAL (UNIIl: T7EU0O9VPP) (CITRAL - UNII:T7EUOO9VPP)

LIMONENE, (+)- (UNIl: GFD7C86Q1W) (LIMONENE, (+)- - UNIl:GFD7C86Q1W)

FD&C YELLOW NO. 5 (UNII: 1753WB2F1M) (FD&C YELLOW NO. 5 -
UNII:1753WB2F1M)

Basis of Strength
ALCOHOL

POLYOXYL 40
HYDROGENATED
CASTOR OIL

YEAST, UNSPECIFIED
PROPYLENE GLYCOL
ARCTIUM LAPPA ROOT
ALLANTOIN
POWDERED CELLULOSE
PROPYLPARABEN
TOCOPHEROL
FRAGRANCE 13576
ETHYLPARABEN
ASCORBYL PALMITATE
WATER

TIOXOLONE

LEVOMENOL

HYDROXYETHYL
CELLULOSE,
UNSPECIFIED

ISOPROPYL ALCOHOL
FARNESOL
METHYLPARABEN
PANTHENOL
PHENOXYETHANOL
BUTYLPARABEN
NIACINAMIDE
RIBOFLAVIN

CITRAL

LIMONENE, (+)-

FD&C YELLOW NO. 5

Strength
3.512 mL
in 10 mL

0.04 g
in 10 mL

0.0345 g
in 10 mL

0.0138 g
in 10 mL

0.00007 g
in 10 mL

0.025 g
in 10 mL

0.0006 g
in 10 mL

0.0000002 g
in 10 mL

0.000002 g
in 10 mL

0.02 g
in 10 mL

0.0000003 g
in 10 mL

0.0001 g
in 10 mL

6.2503117 mL
in 10 mL

0.02 g
in 10 mL

0.009 g
in 10 mL

0.034 g
in 10 mL

0.0012 g
in 10 mL

0.001 g
in 10 mL

0.0100013 g
in 10 mL

0.005 g
in 10 mL

0.000006 g
in 10 mL

0.0000005 g
in 10 mL

0.0002 g
in 10 mL

0.000006 g
in 10 mL

0.000194 g
in 10 mL

0.00419 ¢
in 10 mL

0.00002 g
in 10 mL



Inactive Ingredients

Ingredient Name Strength
THIAMINE HYDROCHLORIDE (UNIl: M572600E5P) 0.0006 g in 10 mL
.ALPHA.-TOCOPHEROL ACETATE (UNII: 9E8X80D2L0) 0.005 g in 10 mL
PYRIDOXINE HYDROCHLORIDE (UNII: 68Y4CF58BV) 0.0001 g in 10 mL
VITAMIN A PALMITATE (UNIIl: 1D1KONOWVVC) 0.000098 g in 10 mL
SODIUM ACETATE (UNII: 4550K0SC9B) 0.003 g in 10 mL
EDETATE DISODIUM ANHYDROUS (UNII: 8NLQ36F6MM) 0.01g in 10 mL
Packaging
# Item Code Package Description Marketing Start Marketing End

Date Date
NDC:83021- 10 mLin 1 BOTTLE, WITH APPLICATOR; Type 0: Not a
1 624-10 Combination Product 10/21/2022
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final M006 10/21/2022 07/07/2027
Labeler - ANUBIS COSMETICS SL (468680293)
Registrant - Gbc oF FLORIDA IMPORTS, INC. (807003988)
Establishment
Name Address ID/FEI Business Operations

ANUBIS COSMETICS SL 468680293 manufacture(83021-624)

Revised: 9/2023 ANUBIS COSMETICS SL



