SCARGUARD MD - hydrocortisone silicone liquid
Scarguard Labs, LL.C

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 Ingredients
e Silicone 12.0%
¢ Hydrocortisone 0.5%

Purpose
Scar Management
Anti-Pruritic

Uses
® scar management
e for the temporary relief of itching associated with minor skin irritations, inflammation and rashes

Warnings
For external use only

Do Not Use
e onchildrenunder 2 years of age. Consult a doctor.
® onmucous membranes

When using this product
e avoid contact with the eyes
e use ina well ventilated area
e flammable until dry

Stop use and ask a doctor if
¢ condition worsens
e symptoms persist for more than 7 days

Keep out of reach of children
If swallowed, get medical help or contact a Poison Control Center right away.

Directions

clean affected area with mild soap and water, dry thoroughly
brush on twice daily

allow to dry for 1 minute before coming into contact with clothing
reapply if peeling

children from 2-12 years of age ask a doctor



Other Information

e store at 15° to 30° C (59° to 86°F)

e Keep bottle tightly closed or product will evaporate

Inactive Ingredients
vitamin E, specially-formulated flexible collodion

Questions?

call

1-877-566-5935

15 mL carton

Scarguard@ _ 7

Scarguard MD® was created by a plastic surgeon who realized that even doctors
don’t have total control of the healing process. Some people will heal very well
with little scarring, while others will not be that fortunate.

Secarguard MD® is an important breakthrough. Doctors have known for decades
that there are ways to improve scar appearance. Scarguard MD®is a patented
formulation that combines multiple technologies into a product that is easy-to-use.
That is why so many doctors use Scarguard MD® for old, raised scars, keloids,
and to help prevent scar tissue from forming after surgery or injury.
CLINICALLY PROVEN

Scarguard MD® is the #1 choice of plastic surgeons and dermatologists, since 2001
to help new scars and flatten and shrink old scars.

EASY-TO-USE

Scarguard MD® is a fast-drying, brush-on, clear liquid. Once dry, it is waterproof, nearly
invisible and can even be covered by makeup.

HOW SCARGUARD MD® WORKS

Only Scarguard MD® uses our patented SG5™ technology.
Our multiple technologies combine medically endorsed
treatments into an easy-to-use solution.

SILICONE Topical silicone has been clinically proven to help
shrink scar tissue.

CORTISONE A low strength hydrocortisone helps reduce the
irritation often associated with scarring.

VITAMIN E Helps in the healing process by softening and
moisturizing the scar.

CAUSES SCARS

HOW RAISED SCARS FORM

When the skin is injured, scar tissue forms to fill the gap. Your body produces collagen, a
strong protein that reconnects the broken skin. Raised scars and keloids form during the
healing when we do not produce enough collagenase (the body's natural scar inhibitor).

NEW SCARS Scarguard MD® helps reduce the formation of scar tissue when used after surgery or injury.
Follow your doctor's instructions.

OLD SCARS Scarguard MD® works to reduce existing thickened or raised scars.
RESULTS GUARANTEED

Scarguard MD is used by so mar

ic surgeons and dermatologists for one reason... it WORKS!
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| for the temporary relief of itching associated with
minor skin irritations, inflammation & rashes

Warnings

For external use only

Do not use

m on children under 2 years of age. Consult a doctor.

B on mucous membranes

When using this product

| avoid contact with the eyes

B use in a well ventilated area  ® flammable until dry

Stop use and ask a doctor if
B condition worsens
B symptoms persist for more than 7 days

Keep out of reach of children.
If swallowed, get medical help or contact a Poison
Control Center right away.

Directions

| clean affected area with mild soap and water,
dry thoroughly

B brush on twice daily

B allow to dry for 1 minute before coming into contact
with clothing

B reapply if peeling

| children from 2-12 years of age ask a doctor

Other Information
| store at 15° to 30° C (59° to 86°F)
| keep bottle tightly closed or product will evaporate

Inactive Ingredients
vitamin E, specially-formulated flexible collodion

Questions? call 1-877-566-5935

Purpose

DIMINISHE




inoA o3 ajgejreae A
SNOIDANS JILSY
JOIOHO
ayz s1 piend
ADOTONHOIL wiSD!

Empiensg

oUQ
1
m

Q=
50,
28
()

-< ®

-
>
(1))
=
o)
()}
C
)
)
m
0
z
)
>
Z
g
9]
m
e
<
_'
0
(I
0
o)
(1)}
_l
n

PREMIUM

JONIY3I44Id IHL 1334

T20TT AN 93N 3e8.D
27171 'sqen] piengieasg
anplengieos
aw pJensd.ieoss

I8 £-€066-6921790 ON DAN
#S/0/EE9 ON INI1lvd

SCARGUARD MD

hydrocortisone silicone liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:64269-9903

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
Hydrocortisone (UNIL WI4X0X7BPJ) (Hydrocortisone - UNIELWI4X0 X7BPJ) Hydrocortisone 5mg in 1 mL
Phenyl Trimethicone (UNI: DROK5NOJ4R) (PHENYL TRIMETHICONE - UNI:DROK5NOJ4R) Phenyl Trimethicone 12 mL in 100 mL

Inactive Ingredients
Ingredient Name Strength
ALPHA-TOCOPHEROL (UNII: HAN855PNZ1)
PYRO XYLIN (UNI: KYR8BR2X60)
ETHER (UNIE: 0F5N573A2Y)
ALCOHOL (UNI: 3K9958 V90 M)
CAMPHOR (SYNTHETIC) (UNIL: 5TJD82A1ET)
CASTOR OIL (UNI: D5340Y219G)



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:64269-9903-7 15 mL in 1 BOTTLE, WITH APPLICATOR

2 NDC:64269-9903-8 30 mL in 1 BOTTLE, WITH APPLICATOR

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 11/01/2001

Labeler - scarguard Labs, LLC (842204575)
Registrant - scarguard Labs, LLC (842204575)

Revised: 6/2010 Scarguard Labs, LLC
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