MEDPURA BENZOYL PEROXIDE- benzoyl peroxide liquid
Akron Pharma 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.

MEDPURA 5% and 10% Benzoyl Peroxide
Acne Treatment Wash

Drug Facts

Active ingredient

Benzoyl peroxide 5%

Benzoyl peroxide 10%

Purpose

Acne treatment

Use

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, eyelids and mucous membranes.

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.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control
Center right away. (1-800-222-1222)

Directions



e Shake well

e Sensitivity Test for a New User. Apply product sparingly to one or two small affected

areas during the first 3 days. If no discomfort occurs, follow the directions stated

below.

wet area to be cleansed

apply acne wash and gently massage area for 1-2 minutes

rinse thoroughly and pat dry

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

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

e if going outside, apply sunscreen after using this product. If irritation or sensitivity
develops, stop use of both products and ask a doctor.

Other information

store at controlled room temperature, 15°- 30°C (59°- 86°F)

Inactive ingredients

citric acid, edetate disodium, germall 115, glycerin, phophomer x polymer, purified
water, sodium olefin sulfonate, sodium hydroxide

Questions or comments?
call toll-free 1-877-225-6999
Manufactured for:

Akron Pharma, Inc.
Fairfield, NJ-07004
www.akronpharma.com



Drug Facls

Aclive ingredient
Benzoyl perside ISP D% v mnnsnen s s s

Purpose
v eeeeeeee.. ACTE medication

Use for the trealment of acng

Warnings
For external use only

Do nof use i you m have very sensitive skin m are sensilive to benzoyl peroxide

When using this product

m 4void UnNnecessary sun exposure and use a SUNSCreen.

w avoid cantact with eyes, lips, and mouth, eyelids and mucous membranes.

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

m skin irrialion may occur, characlerized by redness, burning, itching, peeling, or possibly swelling.

m irritation may be reduced by using the product less frequently or in a lower concentration.
mskinirritation and dryness is more likely to oceur if you use another lopical acne medication at the same
lime. If irritation occurs, only use one topical acne medication at a time.

Stop use and ask a doctor if m irritation becomes severe.

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

Directions m shake wel

w Sensitivity Test for a New User Apply product sparingly to one or two small affected areas during the
first 3 days. If no discomfort oceurs, follow the directions stated below.

mwet area to be cleansed

mapply acne wash and gently massage area for 1-2 minutes

mrinse thoroughly and pal dry

mhecause excessive drying of the skin may ocour, start with one application daily, then gradually increase
lo lwo or three times daily if nesded or as directed by a doctor

mif bolhersome dryness or peeling oceurs, reduce application Lo once a day or every other day

wif going outside, apply sunscreen after using this product. If irritation or sensitivity develops, stop use
of both products and ask a doclor.

Dther information
m store at controlled room temperature, 15°- 30°C (59°- 86°F)

Inactive ingredients
citric acid, carbopal 840, edetate disodium, germall 115, glycerin, purified water, sodium olefin sulfonate.
sodium hydroxide

Akrn Pharma

Manufactured for:
Akron Pharma, Inc.
Fairfield, NJ-07004

713991923455

i www.akronpharma.com
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Drug Facts

Active Ingredient Purpose

Benzoyl peroxide USP, 5% ... . AENR MeEdication

Use for the treatment of acne

Warnings
For exiernal use only

Do not use if you m have very sensitive skin m are sensitive 1o benzoyl peroxide

When using this product

m V0 UNNECEssary SUn exposure and use a sunscreen,

m avoid contact with eyes, lips, and mouth, eyelids and mucous membranes

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

w skin irritation may oceur, characterized by redness, burning, itching, peeling, or possibly swelling.

m irritation may be reduced by using the product less frequently or in a lower concentration

w skin irritation and dryness is more likely 1o occur if you use another topical acne medication at the same
time. Ifirrilation occurs, only use one lopical acne medication al a time.

Stop use and ask a doctor if irritation becomes severe.

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

Directions w shake well

m Sensitivity Test for a New User: Apply product sparingly to one or two small affected areas during the
first 3 days. If no discomfort occurs, follow the directions stated below,

m wet area to be cleansed

m apply acne wash and gently massage area for 1-2 minutes

m ringe thoroughly and pat dry

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

m il bothersome dryness or peeling occurs, reduce applicalion to once a day or every other day

m if going outside, apply sunscreen after using this product. If irritation or sensitivity develops, stop use
of both producls and ask a doctor.

Other information
m store at controlled room temperature, 15°- 30°C (59°- 867F)

Inactive ingredients
citric acid, carbopol 840, edetate disodium, germall 115, glycerin, purified water, sodium olefin sulfonate,
sodium hydroxide
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Manufactured for:
Akron Pharma, Inc.
Fairfield, NJ-07004
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Acne medication
—— For Topical Use ———
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TOPICAL WASH

Acne medication
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Drug Facts

Active Ingredient
Benzoyl peroxide USP, 10% ...

Purpose
v eveee.. AGNE Medication

Use for the treatment of acne

Warnings
For exiernal use only

Do not use if you m have very sensitive skin m are sensitive to benzayl peroxide

When using this product

m 2v0id UNNECEssary sun exposure and USE a sunscreen.

w avoid contact with eyes, lips, and mouth, eyelids and mucous membranes

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

m skin irritation may oceur, characterized by redness, burning, itching, peeling, or possibly swelling.

w irritation may be reduced by using the product less frequently orin a lower concentration.

m 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 acne medication at a time

Stop use and ask a doctor if m irritation becomes severe.

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

Directions m shake wel

w Sensitivity Test for a New User Apply product sparingly to one or two small affected areas during the
first 3 days. If no discomfort occurs, follow the directions stated below.

m wet area to be cleansed

m apply acne wash and gently massage area for 1-2 minutes

w rinse thoroughly and pat dry

m 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

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

m if going outside, apply sunscreen after using this praduct. If irritation or sensitivity develops, stop use
of both products and ask a doctor.

Other informafion
m store at controlled room temperature, 15°- 30°C (59°- 86°F)

Inactive ingredients
citric acid, edetate disodium, germall 115, glycerin, phophomer x palymer, purified water,
sodium olefin sulfonate, sodium hydroxide

Akr&n Pharma

Manufactured for:
Akron Pharma, Inc.
Fairfield, NJ-07004

N www.akronpharma.com
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Drug Facts

Active Ingredient Purpose

Benzoyl peroxide USP, 10% ... e ACTIE MEdication

Useg for the treatment of acne

Warnings
For external use only

Do not use if you m have very sensitive skin m are sensilive to benzoyl peroxide

When using this praduct
m avoid unnecessary sun exposure and USe  SUNSCreen.

w avoid contact with eyes, lips, and mouth, eyelids and mucous membranes.

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

m skin irritation may occur, characterized by redness, burning, itching, peeling, or possibly swelling.

w irritation may be reduced by using the praduct less frequently or in a lower concentration.

w skinirritation and dryness is more likely to occur if you use another topical acne medication al the same
time_If irritation occurs, only use one topical acne medication at a time.

Stop use and ask a doctor if mirritation becomes severe.

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

Directions w shake well

w Sensitivily Test far a New User. Apply product sparingly to one or two small affected areas during the
firsl 3 days. If no discomforl oceurs, follow the directions stated below.

mwel area 1o be cleansed

m apply acne wash and gently massage area for 1-2 minutes

mrinse thoroughly and pat dry

m 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

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

u if going outside, apply sunscreen after using this product. If irritation or sensitivity develops, stop use
of both products and ask a doclor.

Other information
m store at controlled room temperature, 15°- 30°C (59°- 86°F)

Inactive ingredients
citric acid, edetate disodium, germall 115, glycerin, phophamer x polymer, purified water,
sodium olefin sulfonate, sodium hydroxide
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MEDPURA BENZOYL PEROXIDE

benzoyl peroxide liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:71399-9234

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name g;:ﬁg‘;; Strength
Benzoyl Peroxide (UNIl: WOWZN9AOGM) (Benzoyl Peroxide - . 50 mg
UNII:WOWZ N9AOGM) SAre] (Al in 1 mL
Inactive Ingredients
Ingredient Name Strength

DOCUSATE SODIUM (UNII: FO5Q2T2JA0)

ALCOHOL (UNII: 3K9958V90M)

METHYL SALICYLATE (UNII: LAV5U5022Y)

2-METHACRYLOYLOXYETHYL PHOSPHORYLCHOLINE (UNII: 59RU860S8D)
water (UNIl: 059QFOKOOR)

SODIUM HYDROXIDE (UNIl: 55X04QC32l)

Product Characteristics

Color white Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:71399- 148 mL in 1 BOTTLE; Type 0: Not a Combination
1 92345 Product ol
NDC:71399- 237 mL in 1 BOTTLE; Type 0: Not a Combination
2 9234-8 Product 11/04/2021
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC MONOGRAPH 4 1+333p 11/04/2021

FINAL



MEDPURA BENZOYL PEROXIDE

benzoyl peroxide liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:71399-9236

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name gta:_:':g(;; Strength
Benzoyl Peroxide (UNIl: WOWZN9AOGM) (Benzoyl Peroxide - q 100 mg
UNII:WOWZ N9AOG M) Benzoyl Peroxide in 1 mL
Inactive Ingredients
Ingredient Name Strength

DOCUSATE SODIUM (UNII: FO5Q2T2JA0)

ALCOHOL (UNII: 3K9958V90M)

METHYL SALICYLATE (UNIl: LAV5U5022Y)

2-METHACRYLOYLOXYETHYL PHOSPHORYLCHOLINE (UNIl: 59RU860S8D)
water (UNIl: 059QFOKOO0R)

SODIUM HYDROXIDE (UNII: 55X04QC32l)

Product Characteristics

Color white Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description harketlngistant Marketing End
Date Date
NDC:71399- 148 mL in 1 BOTTLE; Type 0: Not a Combination
1 92365 Product ol e
NDC:71399- 237 mL in 1 BOTTLE; Type 0: Not a Combination
2 9236-8 Product 11/04/2021
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC MONOGRAPH 4 1+333p 11/04/2021

FINAL



Labeler - Axron Pharma Inc. (067878881)

Revised: 3/2023 Akron Pharma Inc.
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