BENZOYL PEROXIDE- benzoyl peroxide gel
Innovida Pharmaeutique Corporation

Active Ingredient

Benzoyl peroxide USP 10%

Purpose

Acne treatment

Uses

For the treatment of acne

Warnings

For external use only

Do not use this medication if you have very sensitive skin or if you are sensitive to
benzoyl peroxide.

When using this product

avoid unnecessary sun exposure and use a sunscreen

avoid contact with eyes, lips and mouth

avoid contact with hair or dyed fabrics, which may be bleached by this product

skin irritation may occur, characterized by redness, burning, itching, peeling, or
possibly swelling. Irritation may be reduced by using the product less frequently or in
a lower concentration.

skin irritation and dryness is more likely to occur if you use another topical acne
medication at the same time. If irritation occurs, only use one topical ache medication
at a time.

Stop use and consult a doctor if- irritation becomes severe

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. If swallowed, get medical help or contact a Poison
Control Center right away. Avoid contact with the eyes. If contact occurs, flush
thoroughly with water.

Directions

clean the skin thoroughly before applying this product

cover the entire affected area with a thin layer one to three times daily

because excessive drying of the skin may occur, start with one application daily, then
gradually increase to two or three times daily if needed or as directed by a doctor

if bothersome dryness or peeling occurs, reduce application to once a day or every
other day

if going outside, apply sunscreen after using this product



e if irritation or sensitivity develops, stop use of both products and ask a doctor.

Other information
e keep tightly closed
e store at room temperature

Inactive Ingredients

carbomer, disodium EDTA, hydroxypropyl methylcellulose, laureth-4, sodium hydroxide,
water

Product label



NDC: 71800-045-06
INNSVIDA

FdleERETI@UE CORFORATION

Benzoyl Peroxide Gel USP

Acne Medication, Gel, Benzoyl Peroxide 10%

Benzoyl Peroxide Gel USP ™"~

Acne Medication, Gel, Benzoyl Peroxide 10%

| SOlt-ZoL-EEE T8L
058 Ty KUy
OOl 07 DIl LLIR ) EPAGUL|

s P

dam oo plysnes pgang = on e i ediepl ypgenpes swce s e apalfu aag 2]
T T 0 R s + (8 ) R E R 3 D P YU S )

2 wd dn . Hsig b
v e jd e penofund -l'quuh‘?gf;:np:uﬁnq &F;nvm?;ﬁ!-ﬂ;:::q;%#?;m;!ﬁ!;z
=0 ppme g i sady @ng o oo o amacy fmmivag b gugepdea u;pqqs'nmnl.lu uysag jod passs oo FSm .
Ay s ang Sy o aw el U E M aE EEarAgE ey sme o sy Bfd e o iySeog uss agump- suog 2a4(]
Jagag e f Mg N ps oo
13uE ) Wieag e peemp oy ke e ae R weey R ERur o dpyRIEL S me R || Uy 00 A o o daay
wnaopqeem) ol ey e fupsa peean w0 e ubiaad )
a0 /55 W UDD] DI ) JJO0p NS B0 UE aen dag
T B ) RAOR T & | e dy, an ml.pnhnulgg” FIED q.E 1 :unn!q:_u‘hnwn-nd
;_urm;:l.pganull-uﬁ FLELOVEN S L 5 LOE L3 Sa e o Agu ke § 5 o papedag p.ﬁa’mqu muumey y fuyas
fgeed o'Armd By Suung's @i kgpa S eEtn mw imun g g ey ored sy lgmemgag Fr'l!i!-ﬂrnlﬂ
I D OpOAT . ST R ) R e (0 O DA R U T R P e d s s sl e ananpoae s pnpand s B s uegy
s ondyon oo a gasaemd §1.o s anses A saagnol | Iooopas sy e puags Sposneusps of - s ey
ST U B ap 0 - Bag]

i o e L e o e e ey e O ey 0L 450 & pomaed |2 ueg
asodng juaipafig aAg
spoe4 Bniq |




NDC: 71800-045-06

~

i '

Drug Facts
| N N V | D A Active ingredient Purpase
PHARMACEUTIGUE CORFORATION Benzoyl peroxide LEP 10%....cococieeeeee e e e v cen Acne treatment

Uses . for the treatment of acne

Wamings - for extemnal use only - Do not use this medication if you have very
sengitive skin or if you are sensitive to benzoyl peroxide.

i

Benzoyl
Peroxide

When using this product . avoid unnscessary sun exposure and use a
sunscreen - avoid contact with eyes, lips and mouth « avoid contact with hair or dyed
fabrics, which may be bleached by this product - =kin irmtation may occur,
characterized by redness, bumning, itching, peeling, or possibly swelling. Imtation may
be reduced by using the product less frequently or in a lower concentration. - skin
irmitation and dryness is more likely to occur if you use another topical acne medication
at the zame time. if irmitation occurs, only use one topical acne medication at a time.

Stop use and consult a doctor if - irritation becomes severe

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. If swallowed, get medical help or contact a Poisan
Control Center right away. Avoid contact with the eyes. If contact occurs, flush
thoroughly with water.

Acne Medication, Gel,
Benzoyl Peroxide 10%

TOPICAL ADMINISTRATION

Directions - dean the skin thoroughly before applying this product - cover the
entire affected area with a thin layer one to three times daily - because excessive
drying of the =kin may occur, start with one application daily, then gradually increase
to two or three times daily if needed or as directed by a doctor - if bothersome
dryness or peeling occurs, reduce application to once a day or every other day - if
going outside, apply sunscreen after using this product -« if irmitation or sensitvity
develops, stop use of both products and ask a doctor.

Other information . keep tightly closed - store at room temperature

2.1 0z (60 g)

methylcellulose, laureth-4, sodium hydroade, water

Inactive ingredients: carbomer, disodium EDTA, hydroxypropyl

N

BENZOYL PEROXIDE

benzoyl peroxide gel

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

BENZOYL PEROXIDE (UNIl: WOWZN9AOGM) (BENZOYL PEROXIDE -

UNII:WOWZ N9AOG M)

Inactive Ingredients
Ingredient Name

Item Code (Source) NDC:71800-045
Basis of
Strength Strength
BENZOYL PEROXIDE 100 M9
in1mL
Strength

CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED (UNIl: K6790BS311)

EDETATE DISODIUM (UNIl: 7FLD91C86K)
LAURETH-4 (UNIl: 6HQ855798))

SODIUM HYDROXIDE (UNII: 55X04QC32l)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
WATER (UNIl: 059QFOKOOR)



Packaging
Marketing Start Marketing End

# Item Code Package Description Date Date
1 (PC71800-095 4 i 1 carTON 02/10/2025
1 62 mL in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO006 02/10/2025

Labeler - innovida Pharmaeutique Corporation (080892908)

Revised: 2/2025 Innovida Pharmaeutique Corporation
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