BIOCORNEUM PLUS SPF 30 ADVANCED SCAR SUPERVISION - octinoxate, octis alate,
octocrylene, oxybenzone gel
Enaltus Inc

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.

bioCorneum + plus SPF 30 advanced SCAR SUPERVISION

bioCorneum + plus SPF 30 advanced SCAR SUPERVISION

Active ingredients

Octinoxate 7.5%
Octisalate 5.0%
Octocrylene 10%
Oxybenzone 6.0%
Purpose

Sunscreen

Uses

bioCorneumis a unique scar therapy providing a patented silicone gel to help prevent abnormal scar
formation with high protection sunscreen agents.

Warnings

For external use only

Keep out of reach of children.

Avoid direct contact with eyes, mucous membranes, third degree burns, and open wounds.
Should not be used on dermatological conditions that disrupt the integrity of the skin.

If irritation occurs, discontinue use and consult your physician.

Directions

Sun Protection Measures. Spending time in the sunincreases your risk of skin cancer and early skin
aging. To decrease this risk, regularly use a sunscreen with a Broad Spectrum SPF value of 15 or
higher and other sun protection measures including:
¢ limit time in the sun, especially from 10 a.m. - 2 p.m.
wear long-sleeved shirts, pants, hats and sunglasses
ensure that the affected area is clean and dry
apply evenly in a thin layer twice daily, 15 minutes before sun exposure
allow to dry
children under 6 months: ask a doctor



Other information
® store below 25°C (77°F)

Inactive ingredients

Polysiloxanes, Silicon Dioxide, Isopropyl Myristate

Questions?
1-800-240-8227

Representative Labeling

bioCorneum + plus SPF 30 advanced SCAR SUPERVISION 50g (43474-001-50)
bioCorneum + plus SPF 30 advanced SCAR SUPERVISION 20g (43474-001-20)
bioCorneum + plus SPF 30 advanced SCAR SUPERVISION 10g (43474-001-10)
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What is bicComeum™ gel?

BioCermeem™ i an advanced silicone treatment with 5P 30 for minirmizng the
appearance af scars whils provecting them from further damage caused by sun
axposure. The gel dies rapidly to form an eaisible proteceive slicors sheet over
the afflected area This protective barier is Mexible, waterooof, and breathable.
bioComewn™ forrns 2 bosd with the stratun comeurn (the outer layer of dead
skin cells) 1o protect the undedyng tisswe against chermical physical and
milcrobia invasion of the scar.

Why fas ay physician recammencled | use bioCarmesm™ gel?

bioComewm™ is used for the pravertion and 'masagerment of hypertioghic
{ralsed, red) soams and kelokds. ftcan be used on scars nesulting from sungical and
cosmetic procedunes, trauma, wounas, and burns and s effective on old and
W SCAFS.

A new scar owill contirue to matere foroatleast & omomshs It has oeen
demonstreted in dinical siudies thak srcactively treating she new scar with the
patented sllicone formaletion in BicCormeun™ may mduce the Teelibood of
abindrmal scar formation and provice the optimal ervieonment for aesthetic scar
cascnme, Adhering Lo the Twics 3 day trealmen schadule consisienly evesy
day for the prescibed fepgth of teatment s mportant To be effective
binCorrewrn ™ miust e in contact with yourscar 34 hours 3 day

How dees hiebomeum™ work?

ioCoemeum™! hydrates the soarrd aiea and creates an envirenment which
e the soar toomaiuee eough reduced collagen synthesis opcles and
Friproves The physiolsgical are cosmetic appearance of the scar

The sunscreen agents in bioComeun'™ protects the maturng scar fom the
darkening effects of sun exposune, & featune unigquee o bicCormeur’™ as 1 s the
cnly patented silicone treatrment to add such LY aratecticn,

The patented sbeone formolstion in BioCarmeum™ has besn shown ta flatten,
safien, andd smaoth scars, relieer tre fching and discomfort of scars, as well a3
recduce (he discollontion associated with scars,

Thiere are many scar products o the market making big claims to reduce sears
Himr choes 1 patient krowe what to bolisaed

I 2002 1he |ntermational Chnical Recommendations wee publishes, and ir this
publication the ahysician experts In scar treatrment gave ooy ohe reooenmendation
for opical {nordrvaziee) treatment e foars: T00% silicone, & has been proven
affeczive in many chnical studies 1o reduce scars. Thiese was sot enough evidence
that any ather produchworked well enough toearm a recornmendation

PFlastic Surgeon Massimo Signonnl states that in patlents studied, the: patented
slicare Tormuls i effectve in speeding up matweiion and rdicing the
hyperiophy rate of fresh surgical scars”and ket it tould currenily be the mai
recammeandable agent fur scas teaiment, eipedially i visible areas®

Trust your phiysician. I is your plysicans desiee that wou have the best aesthetic
ourcarme for your scar Your doctor has recamended bioComeur™ becalse
hehae i confdent that 1is the best product tomanage your 2Car.



How should hicCarssen™ be used?

Apphy veo tieres daily as dirscted by physician, Eroune that the affected aeea b
clean and dry, foply blioToreurn™ 10 the area in a wary thin fayer and alow 1o
dry cormpletely. B the gel has not dried within 3 mindies, you have probably
ased too much, Gently rermove the excess and dllow the doyng process 1o
comtinue, Orce doy, blioCormeumn™ can be covened with pressure garments or
cosmetos. K affected area s FLIDJECT TO AOraHon, fepeaied application Ty be
eneficial thraughowt the day.

For maximum effectiveness, bioComaumn™ should have 24 hour contact with
tre skin for the duration of treatment, Becammended minirmum treatment
time for new scars is 80 days. Becommended wse for clder sears is 90 o Vs
bioiCormeumn ™ s wuitable for use on childen and prh':_:!l" with sensitive skin
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BIOCORNEUM PLUS SPF 30 ADVANCED SCAR SUPERVISION

octinoxate, octisalate, octocrylene, oxybenzone gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:43474-001

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength




OCTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNI:4Y5P7MUDS1) OCTINOXATE
OCTISALATE (UNIL: 4X49Y0596 W) (OCTISALATE - UNI:4X49Y0596W) OCTISALATE
OCTOCRYLENE (UNI: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNI:5A6 8 WGF6 WM) OCTOCRYLENE
OXYBENZONE (UNI: 9500S7VE0Y) (OXYBENZONE - UNI:9500S7VEQ0Y) OXYBENZONE
Inactive Ingredients

Ingredient Name
SILICON DIO XIDE (UNII: ETJ7Z6 XBU4)
ISOPROPYL MYRISTATE (UNIl: 0RE8SK4LNJS)
Packaging
# Item Code Package Description Marketing Start Date

1 NDC:43474-001-50
1
2 NDC:43474-001-20
2
3 NDC:43474-001-10
3

1in 1 CARTON
50 g in 1 BOTTLE, PUMP
1in 1 CARTON
20 g in 1 BOTTLE, PUMP
1in 1 CARTON
10 g in 1 BOTTLE, PUMP

Marketing Information

Marketing Category
OTC monograph not final

Application Number or Monograph Citation
part352

Labeler - Enaltus Inc (038868036)

Establishment

Name

Formulated Solutions, LLC

Revised: 4/2014

Address ID/FEI

143266687

Marketing Start Date
04/10/20 14

75¢g in100 g
5g in100 g
10 g in100 g
6g inl00g

Strength

Marketing End Date

Marketing End Date

Business Operations

manufacture(43474-

001)

Enaltus Inc
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