NEOBENZ(R) MICRO BENZOYL PEROXIDE WASH, 7%- benzoyl peroxide, 7% lotion
SkinMedica Pharmaceuticals, Inc., Carlsbad, CA 92010

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

NeoBenz® Micro
(benzoyl peroxide cream)

NeoBenz® Micro SD
(benzoyl peroxide cream)

NeoBenz® Micro Wash
(benzoyl peroxide)

Rx ONLY.
FOR EXTERNAL USE ONLY.

I. DESCRIPTION

NeoBenz® Micro 3.5% and 5.5% creams, NeoBenz® Micro SD 5.5% single dose cream and NeoBenz®
Micro Wash 7% are topical preparations containing benzoyl peroxide as the active ingredient
incorporated into patented porous microspheres (MICROSPONGE®* delivery system) composed of
methyl methacrylate/glycol dimethacrylate crosspolymer. This polymeric system has been shown to
provide gradual release of active ingredient into the skin! and absorb natural skin oils2. Ingredients for
all cream and SD strengths include: water, glycerin, ethylhexyl palmitate, sorbitol, cetyl alcohol,
glyceryl ditaurate, stealryl alcohol, magnesium aluminum silicate, methyl methacrylate/glycol
dimethacrylate crosspolymer, silica, citric acid, xanthan gum, methylparaben, sodium citrate,
propylparaben, polyacrylamide, C13-14 isoparaffin, laureth-7, sodium lauryl sulfate. Ingredients for the
Wash include citric acid, cocamidopropyl betaine, cocamine oxide, disodium laureth sulfosuccinate,
edetate disodium, fragrance, glycerin, hydrogenated castor oil, hypromellose, magnesium aluminum
silicate, methyl methacrylate/Glycol dimethacrylate crosspolymer, methylparaben, PEG-150
pentaerythrityl tetrastearate (and) PEG-6 caprylic/capric glycerides, PEG-40 hydrogenated castor oil,
poloxamer 182, purified water and xanthan gum.

Benzoyl peroxide is an oxidizing agent that possesses antibacterial properties and is classified as a
keratolytic. Benzoyl peroxide (C14H19Oy4) is represented by the following structure:
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II. CLINICAL PHARMACOLOGY

The exact method of action of benzoyl peroxide in acne vulgaris is not known. Benzoyl peroxide is an
antibacterial agent with demonstrated activity against Propionibacterium acnes. This action, combined
with the mild keratolytic effect of benzoyl peroxide is believed to be responsible for its usefulness in
acne. Benzoyl peroxide is absorbed by the skin where it is metabolized to benzoic acid and excreted as



benzoate in the urine.

ITII. INDICATIONS AND USAGE
NeoBenz® Micro, NeoBenz® Micro SD and NeoBenz® Micro Wash are indicated for use in the topical
treatment of mild to moderated acne vulgaris.

IV. CONTRAINDICATIONS
NeoBenz® Micro, NeoBenz® Micro SD and NeoBenz® Micro Wash should not be used in patients who
have shown hypersensitivity to benzoyl peroxide or to any of the other ingredients in the products.

V. WARNINGS
When using this product, avoid unnecessary sun exposure and use a sunscreen.

VI. PRECAUTIONS
(SEE WARNINGS)

General- For external use only. Avoid contact with eyes and mucous membranes. If severe irritation
develops, discontinue use and institute appropriate therapy.

Information for Patients: Avoid contact with eyes, eyelids, lips and mucous membranes. If accidental
contact occurs, rinse with water. AVOID CONTACT WITH HAIR, FABRICS OR CARPETING AS
BENZOYL PEROXIDE WILL CAUSE BLEACHING OR DISCOLORATION. If excessive irritation
develops, discontinue use and consult your physician.

Carcinogenesis, Mutagenesis, Impairment of Fertility: Based upon all available evidence, benzoyl
peroxide is not considered to be a carcinogen. However, data from a study using mice known to be
highly susceptible to cancer suggest that benzoyl peroxide acts as a tumor promoter. The clinical
significance of the findings is not known.

Pregnancy: Category C - Animal reproduction studies have not been conducted with benzoyl peroxide.
It is also not known whether benzoyl peroxide can cause fetal harm when administered to a pregnant
woman or can affect reproduction capacity. Benzoyl peroxide should be used by a pregnant woman only
if clearly needed.

Nursing Mothers: It is not known whether this drug is excreted in human milk. Because many drugs are
excreted in human milk, caution should be exercised when benzoyl peroxide is administered to a nursing
woman.

Pediatric Use: Safety and effectiveness in children below the age of 12 have not been established.

VII. ADVERSE REACTIONS
Allergic contact dermatitis and dryness have beenreported with topical benzoyl peroxide therapy.

VIII. OVERDOSAGE

If excessive scaling, erythema or edema occurs, the use of these preparations should be discontinued.
To hastenresolution of the adverse effects, cool compresses may be used. After symptoms and signs
subside, a reduced dosage schedule may be cautiously tried if the reactionis judged to be due to
excessive use and not allergenicity.

IX. DOSAGE AND ADMINISTRATION
NeoBenz® Micro, NeoBenz® Micro SD and NeoBenz® Micro Wash should be used once or twice
daily on the affected areas. Frequency of use should be adjusted to obtain the desired clinical response.



If you see medication or white residue on skin after application of NeoBenz® Micro or NeoBenz®
Micro SD, you are applying too much. Gentle cleansing of the affected areas with a mild cleanser prior
to application of NeoBenz® Micro or NeoBenz® Micro SD may be beneficial. Clinically visible
improvement will normally occur by the third week if therapy. Maximum lesion reduction may be
expected after approximately eight to twelve weeks for drug use. Continuing use of the drug us
normally required to maintain a satisfactory clinical response.

NeoBenz® Micro: If applying to the entire face, apply a pea-sized amount of NeoBenz® Micro to one
fingertip and dab onto cheeks, forehead and chin. Spread evenly onto entire face.

NeoBenz® Micro SD: Firmly squeeze applicator until seal between applicator and sponge has broken.
Apply medication by rubbing sponge on small circular motions on affected areas. Dispose of each
applicator after single use only.

NeoBenz® Micro Wash: Shake well before using. Wet skin areas to be treated; apply NeoBenz® Micro
Wash by massaging gently into skin for 10-20 seconds, working into a full lather. Rinse thoroughly and
pat dry.

X. HOW SUPPLIED

NeoBenz® Micro is supplied as follows:

SIZE: 45 gram tube

NDC NUMBER:

(3.5% benzoyl peroxide cream): 67402-020-45
(5.5% benzoyl peroxide cream): 67402-021-45

NeoBenz® Micro SD is supplied as follows:
SIZE: 1 box of thirty 0.5 gram applicators
NDC NUMBER:

(5.5% benzoyl peroxide cream): 67402-021-06

NeoBenz® Micro Wash is supplied as follows:
SIZE: 180 gram tottle

NDC NUMBER:

(benzoyl peroxide 7%): 67402-027-17

Store between 15° - 25° C (59° - 77° F)
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Distributed by SkinMedica Pharmaceuticals, Inc., Carlsbad. CA 92010
Covered by Us Patents: 4,690,825; 5,145,675; 5,879,716; 6,007,364.

*MICROSPONGE® is aregistered trademark of AMCOL Health and Beauty Solutions, Inc, a
subsidiary of AMCOL International Corporation.



129008 December 2008

P7001-03

NeoBenz Micro Wash, Benzoyl Peroxide 7%

BELOL
M6 ¥ Py

"] "9SS 26 FNGIE O
ELRMS DBGITREL'G

e Gigue's ey g 90 M poriaeg

ety SBtpuE IG] pE AR Uk
25 G851 Wil drag

YR s gry o

Jeagty abeqand van sige) velp o 2.0
i S B PRREDHY 13 RID5HES
B Bl EUE EAREELO0URS AIRESEI HIUN
3Eae pEnpoad e fepen ungsy
ARSI RWIEG 10 TR O

A0 HETWEY AD AR FI3M SN

Ty BT TN TR LT THT

‘B | swmprg Jodsey pagrionp iy
b0 ‘sapien’yn sy ey
2-1 4 (P} sheenge ALY Ragus
U3 b E1zeh R RG] AL
FAAR A (AR

BT D1 L RN

_.___.__ﬂ:._n__._n .ﬁqg_npﬁﬂf B0 oy
mgmiade iy upein b wnpas g
AU IAMIENA0L NG A LAas ]
HE) AL BIRFE fO ORI
POy IS S LERI0ZEEN] ALV

s b B HTGE HOBLOE TR AT I LY

e U |w s patay W e pre
AU FUIE] O] ) E O3 bIyH
anlnas {2-pL ang higge egin Sgrh Btesse
i {5 dpreo.ad [RAELBI ST, LI
cngpay Adde e 5n D) SR UES
Ty, “OUTEN 30615 FRes SU S SIMOLLO M

—
=
~
2
=
w
{=5
3
5
=



NeoBenz Micro
|benzoy] percedde T4

STty oy B S L TR e, W e .

PR ACTIVE INGEDIENT: Benzay parote 7% || || I |||
= | beforeasiag W shin areas
| g |HAGTIVE IRGREDENTS: G iric A, Gooamidoprongl
| ebeimateapl BenBen®  poiaie ocarcin Maddi 0 bodium L Pk L
| foro Miash [Decel pRITROE e e einate, Eetate Dis=dum, Fragran e, Gloarin, =
i P by pently inle gerored Casiar il Mppromealizee, Mapaesism —
H [ il ecin, Ahrirues Ssts, Mty Wetlacrybana G —
I warkisg isto g 16l lethat Dirvedhiazrylala Crasspabmer, Mamylaarsten. PEG- 150 |
I Risefesghly asd pt iy ppreneathony Totraswarte |and ) PEG-S CaprySiCagnc I
|- Pkl conbxt mith pyes. Giycerices, PEG-D Hydmgenated Gastor DL Pobzaamer ;
—— | 182 Parified Water znd Karthas Gum, :
I_ e e S . B R R R .
_L i
i e
: : NDE 6740202717
T i Hox Chnly
i |
1 i .
i ! NEOBEHTMICTO Wash
i i das
i ! 1
i | (benzoyl peroxide 7%)
i !
. B !
|
- ! .......................................................................
i
i Digtriipted by WARMBGS: KEEP QUT OF REATH OF CHLOREY, For Ederagl Lsa Oaky
= i Shinedica When using Bis gragugt, avoid ¥ 80 AEpaRETE 300 638 3
= Gartabed, GA 32010 Zenagyl peraxids may bzach cofteed o dyed fahiic
g 1 EPT-2-MEDBENT e packape inserd for b prescrizing isloemabion.
i !
@ | ewsnacharamicmcs O letween 182500 (31T,
i Eafirafion il and 8 fafvbiar en bottom Bep ol kling titas
P ! Carvercd =y U5 Panen Mee. 4,690,825 and 5,145,675 and 5,574,715,
= ;
i |

NEOBENZ(R) MICRO BENZOYL PEROXIDE WASH, 7%

benzoyl peroxide, 7% lotion

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:67402-027

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZO YL PERO XIDE (UNI: WOWZN9AO0GM) (BENZOYL PEROXIDE - UNILWOWZN9AOGM) BENZOYL PEROXIDE 70 mg inlg

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:67402-027-17 180 g in 1 CONTAINER




Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
unapproved other 12/15/2008

Labeler - skinMedica Pharmaceuticals, Inc., Carlsbad, CA 92010 (124977005)

Revised: 7/2009 SkinMedica Pharmaceuticals, Inc., Carlsbad, CA 92010
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