CICATRICURE BRIGHTENING FACE WITH SPF- avobenzone, homosalate,
octinoxate, octisalate, and oxybenzone cream
Genomma Lab USA

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.

Cicatricure® Brightening Face Cream With SPF

Drug Facts

Active ingredients Purpose
OCTINOXATE, 7.5% Sunscreen
OCTISALATE, 4.5% Sunscreen
HOMOSALATE, 4.5% Sunscreen
OXYBENZONE, 3% Sunscreen
AVOBENZONE, 1% Sunscreen
Uses

e helps prevent sunburn
e 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 swallowed, get medical help or contact a Poison
Control Center right away.

Directions

For sunscreen use

e apply generously and evenly 15 minutes before sun exposure. Reapply at least every
2 hours

e use a water resistant sunscreen if swimming or sweating.

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 factor of 15 or
higher and other skin protection measures including:

e |imit time in the sun, especially from 10am to 2pm

e wear long-sleeved shirts, pants, hats and sunglasses

e children under 6 months of age: ask a doctor

Other information

e protect product from excessive heat and direct sun
e may stain some fabrics

e keep this carton for future reference.

Inactive ingredients

WATER, GLYCERIN, ALCOHOL, POLYSORBATE 60, SORBITAN STEARATE, BUTYLENE
GLYCOL, TRIETHANOLAMINE, CARBOMER, BENZYL ALCOHOL, PHENOXYETHANOL,
METHYL METHACRYLATE/GLYCOL DIMETHACRYLATE CROSSPOLYMER, FRAGRANCE,
POLYSORBATE 20, HYDROLYZED OAT PROTEIN, PPG-2 MYRISTYL ETHER PROPIONATE,
ETHYL ASCORBIC ACID, ALPHA-ARBUTIN, ETHYLHEXYLGLYCERIN, SILANEDIOL
SALICYLATE, MELANIN, PALMITOYL TRIPEPTIDE-1, PALMITOYL TETRAPEPTIDE-7.

Questions
Call toll free 1 877-994-3666 Monday to Friday, 8am to 6pm, Central time

Distributed by:
Genomma Lab USA Inc.
Houston, TX 77098

PRINCIPAL DISPLAY PANEL - 50 ml Bottle Carton
WITH SUNSCREEN

cicatricure®
BRIGHTENING CREAM

Unifies skin tone

Reduces appearance
of wrinkles

Moisturizes and helps nourish

EXCLUSIVE FORMULA *QACETYL 10®
& NUTRI-ACLARANT

SPF 20
*QAcetyl-10® is an exclusive blend of conditioners and peptides
Net. Wt. 1.6 FL Oz (50 ml)






WWITH SUNSCREEN / COM ALTRO SOLAR
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Drug Facts

Datos del medicamento

Active ingredients
AVOBENZONE 1%.......
HOMOSALATE 4.5%..

Purpose
- SUMSCTEEN
.Sunscreen
Sunscreen

Principios activos Propdsito
AVOBENZOMA 1%....... ...Filtro solar
HOMOSALATO 4.5%...
OCTINOMATO 7.5%.

For external use only

Do not wse 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. f swallowed,
get medical help or contact a Poison
Control Genter right away.

Directions

For sunscreen use: » apply genenowsly and
evenly 15 minutes before sun exposure.
Reapply at least every 2 hours » use a water
resistant sunscreen if swimming or swealing.
Sun Protection Measures: Spending time in
the sun increases your risk of skin cancer and

early skin aging. To decrease this risk,

OCTISALATE 4.5%.... ....Sunscreen Jf OCTISALATO 4.5%
OXYBEMZOME 3%.......ccoceeoenenee Sunscreen §] OXIBENZONA 3%......................Filtro solar
Uses Usas .
» helps prevent sunbum + ayuda a prevenir las quemaduras solares
Warni Precaucio

e Para uso E:term inicamente

No aplicar sobre |a piel dafiada o herida

Al usar este producto evitar el contacio
con la zona de los ojos. Enjuagar con agua
para retirar

nder el uso y consultar al médico
si aparecen sarpullidos

Mantener fuera del alcance de los
nifos. 5i se raga. buscar aywda medica o
comunicarsa con un cenfro de toxdcologia
de inmediato.

Instrucciones

Para usar como filtro solar: * aplicar de

forma uniforme y abundante 15 minwics

antes de exponerse al sol * repetir la

aplicacion cada 2 horas * usar un ﬁlm:u solar
nte al agua en caso de

franspirar. Medidas de nl'utu:uin cmi'a
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| CLINICALLY PROVEN

reguiarly use a sunscreen with a Broad

Spectrum SPF value of 15 or higher and other

skin profection measures including:

» limit time in the sun, especially from
10am to 2pm

+ wear long-sleeved shirts, pants, hats and
sunglasses

+ chidren under & months of age: ask a doctor

Other information

* protect product from excessive heat and
diract sun

* miay stain some fabrics

» keep this carton for future reference.
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Inactive ingredients

WATER. GLYCERN, ALCOHOL, POLYSORBATE
60, SORBITAN STEARATE, BUTYLENE GLYCOL,
TRIETHANOLAMINE, CARBOMER, BENZYL
ALCOHOL, PHENDUCYETHAMNOL, METHYL
METHACRYLATE/GLYCOL DIMETHACHYLATE
CROSSPOLYMER, POLYSORBATE 20,
HYDROLYZED QAT PROTEIN, PPG-Z
MYRISTYL ETHER PROPIDNATE, 3-0-ETHYL
ASCORBIC ACID, Al PHA-ARBUTIN,
ETHYLHEXYLGLYCERIN, SILANEDIOL
SALICYLATE, MELANIN, PALMITOYL
TRIPEFTIDE-1, PALMITOYL TETRAPEFTIDE-T.

PROBADO CLINICAMENTE
|
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de idin de laplelaPnr ejemplo:

» [imitar la exposicitn al sol, especm]rnenle
desde las 10:00 am. hasta las 200 p.m.
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sombrero y antecjos de sol
* hebés menores de & meses: consultar
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l:lel
» puede manchar algunas telas
= quarde este cartdn para referencia futura.

Ingredientes Inactivos

GLICERINA, ALCOHOL, POLISORBATO 60,
ESTEARATO DE SORBITAN, BUTILENGLICOL,
TRIETANOLAMINA, CARBOMERD, ALCOHOL
BENCILICO, FENOXIETANOL, METIL
METACRILATO/GLICOL DIMETACRILATO
CROSPOUMERD, POUSORBATO 20, PROTEINA
DE AVEMA HIDROLIZADN, PPG-2 MIFISTIL ETER
PROPONATO, 3-0-A0D0 ETHYL ASCORBICO,
ALFA-ARBUTINA, ETILHEXILGLICERINA,
SALICILATO DE SILANEDIOL, MELANINA,
PALMITOIL TRIFEPTIDO-1, PALMITOIL
TETRAPEFTIDO-7.

Juestions? / ; Pregunias?

Call toll free / Liame sin coste al
1-877-004- 3666

Monday to Friday’ lunas a viernes,

Bam to Bpm_ Central time/ horario candra

Distributed by / Distribuido por
Genomma Lab USA Inc.
Houston, TX 77006

wwwi genommalab.us

CICATRICURE BRIGHTENING FACE WITH SPF

avobenzone, homosalate, octinoxate, octisalate, and oxybenzone cream

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Item Code (Source)

NDC:50066-704




Active Ingredient/Active Moiety

Ingredient Name
Avobenzone (UNIl: G63QQF2NOX) (Avobenzone - UNIl:G63QQF2NOX)
Homosalate (UNIl: VO65V4M95S) (Homosalate - UNII:VO6SV4M95S)
Octinoxate (UNIl: 4Y5P7MUD51) (Octinoxate - UNII:4Y5P7MUD51)
Octisalate (UNIl: 4X49Y0596W) (Octisalate - UNI:4X49Y0596W)
Oxybenzone (UNIl: 9500S7VEQY) (Oxybenzone - UNII:9500S7VEQY)

Inactive Ingredients
Ingredient Name
glycerin (UNIl: PDC6A3CO00X)
Polysorbate 60 (UNIl: CAL22UVI4M)
Polysorbate 20 (UNIl: 7T1F30V5YH)
Sorbitan Monostearate (UNIl: NVZ4I0H58X)
Butylene glycol (UNIl: 3XUS85K0RA)

Basis of Strength Strength

Avobenzone
Homosalate
Octinoxate
Octisalate
Oxybenzone

CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0OA5SMM307FC)

Product Characteristics

Color WHITE Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description
NDC:50066- :
1 704-01 1in 1 CARTON
1 50 mL in 1 BOTTLE, PLASTIC; Type 0: Not a

Combination Product

Marketing Information

Application Number or Monograph

Marketing Category Citation

OTC MONOGRAPH NOT

FINAL part352

Labeler - cenomma Lab USA (832323534)

Revised: 2/2023

10 mg in 1 mL
45 mg in1 mL
75 mg in 1 mL
45 mg in1mL
30mg inl1lmL

Strength

Marketing Start Marketing End

Date

10/07/2019

Marketing Start
Date

10/07/2019

Date

Marketing End
Date

Genomma Lab USA
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