PERIOGELX- hydrogen peroxide gel
PERIO PROTECT, LLC

PERIOGELX

Active Ingredient

Hydrogen Peroxide 1.7%(w/w)

Purpose

Oral Debriding Agent/Oral Wound Cleanser

Approved Uses

For temporary use in cleansing minor wounds or minor gum inflammation resulting from
minor dental procedures, dentures, orthodontic appliances, accidental injury, or other
irritations of the mouth and gums.

Warnings

Do not use for more than 7 days unless directed by a dentist or doctor. Spit out excess
medication. Stopuse and ask a doctor if

e sore mouth symptoms do not improve in 7 days

e irritation, pain or redness persists or worsens

e swelling, rash or fever develops.

Keep out of reach of children.

Directions for adults and children 2 years of age and older

e Apply several drops to the affected area of the mouth.

e Allow the medication to remain in place at least 1 minute and then spit out.

e Use up to 4 times daily after meals and at bedtime or as directed by a dentist or
doctor.

e Children under 12 years of age should be supervised in the use of this product.

e Children under 2 years of age: Consult a dentist or doctor.

Other information

Store at controlled room temperature (68-779F) in a cool, dry place away from direct
sunlight.

Inactive Ingredients

Ethyl alcohol (5%w/w), menthol, methyl salicylate, phosphoric acid, poloxamer 407,



polysorbate 20, potassium sorbate, sodium saccharin, sorbitol, water, xylitol.

Adults and children 2 years of age and older: cut tube tip close to the narrow end. Apply
several drops of gel to the affected area of the mouth. Leave in place for at least one
minute: spit out. Use up to 4 times daily after meals and at bedtime or as directed by a
dentist or doctor. Children under 12 years of age should be supervised in the use of the
product. Children under 2 years of age: consult a dentist or doctor.

Keep out of reach of children.
Call toll free 1-877-434-4867 from 9am-5pm CST/CDT Monday-Friday.
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Do not use if tube been cut or
damaged prior to g carton.

Active Ingredient: Llydrogen Peroxide
1.7% wiw. |

Directions: Adults and children 2 years of
age and older: Cut tube tip close to the
narrow end. Apply several drops of gel to the
affected area of the mouth. Leave in place for
at least one minute: spit out. Use up to 4
times daily after meals'and at bedtime or as
directed by a dentist ondoctor. Children
under 12 years of age should be supervised
in the use of the produgt. Children under 2
years of age: Consult a dentist or doctor.

See carton for additional information and
cautionary notes.

Store at controlled room temperature, 20-25°
C (68-77° F) away from direct sunlight.

Lot No. and Expiration Date on Crimp.
Product is filled by weiJ;ht, not volume.

Manufactured for: | E " 'IE

PerioProtect, LLC

9701 Green Park Industrial Dr. f&l‘E

St. Louis, MO 63123 UﬁA

GELX-2000

07/2025 | PerioProtect®




Drug Facts

Active ingredioent
Hydrogen peroxide Oral Debriding

1.7% (WW)............. Agent/Oral
Wound Cleanser
Approvad LUIses For temparary

usa in cleansing minor wounds or
minor gum inflammation resulting
from minor dental procedures,

or
actlidental Injury, or other Irritations
of the mouth and gums.

Warnings Do rot use for more

than 7 days unless directed by a

dentist or doctor. Spit out excess

medication. Stop use and ask a

doctor It

W Sore mouth symptoms do not
Improve In 7 days.

M Imitation, pain, or redness persists
or worsens.

Il Swelling, rash, or faver develops.

Keep out of reach of children.

D;;mcn_ld 'an; for adu}ltts and
children 2 years of age
and older:

W Apply several drops to the affected
area of the mouth.

W Allow the medication to remein in
place at least 1 minute and then
splt aut.

W Uss up to 4 imes daily after meals
and at bedtime or as directed by a
dentist or doctor.

W Children under 12 years of age
should be superviged In the use
of this product.

W Children under 2 years of age:
Congult a dentlst or doctar.

Other information Stre at
controlled room ternperature
(68-77° F) in a cool, dry place away
from direct sunlight.

Inactive ingredients

ethyl alcohol (5% wiw),

menthol, methyl salicylate,
phospheric acid, poloxamer 407,
polysorbate 20, potassium sorbate,
sorbitol, water, xylitol

Questions or commenis?
Call toll free 1-877-434-4867 from
9am - 5pm CST/CDT Monday-Friday.
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Periogel® X

Oral Debriding Agent/ Oral Wound Cleanser
(Hydrogen Peroxide)

Net Wt. 3 0z. (85 g)

PERIOGELX
hydrogen peroxide gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:83381-3205

Route of Administration DENTAL

Active Ingredient/Active Moiety

: Basis of
Ingredient Name Strength Strength
HYDROGEN PEROXIDE (UNIl: BBX060AN9V) (HYDROGEN PEROXIDE - HYDROGEN 17 mg
UNII:BBX060AN9V) PEROXIDE inlg
Inactive Ingredients
Ingredient Name Strength

POLYSORBATE 20 (UNIl: 7T1F30V5YH)
SORBITOL (UNIl: 506T60A25R)
PHOSPHORIC ACID (UNIl: E4GA8884NN)
METHYL SALICYLATE (UNII: LAV5U5022Y)
WATER (UNII: 059QFOKOOR)

MENTHOL (UNII: L7T10EIP3A)

ALCOHOL (UNII: 3K9958V90M)
POLOXAMER 407 (UNIl: TUF2IVW3M2)
XYLITOL (UNII: VCQOO6KQ1E)
SACCHARIN SODIUM (UNIl: SB8ZUX40TY)
POTASSIUM SORBATE (UNII: 1VPU26JZZ4)

Product Characteristics

Color Score
Shape Size
Flavor MINT Imprint Code

Contains



Packaging

# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:83381- .
1 3205-1 1in1BOX 08/01/2024
1 85 g 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 MO022 08/01/2024
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