GOOD HYGIENE THERAPEUTIC MOUTH RINSE- hydrogen peroxide debriding
agent liquid
Good Hygiene Company

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.

Good Hygiene Therapeutic Mouth Rinse
Drug Facts

Active Ingredient
Hydrogen Peroxide 1.5% (w/v)

Purposes
Oral debriding agent/oral wound cleanser

Uses

» for temporary use to cleanse canker sores and 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 this product for more than 7 days unless directed by a dentist or
physician.

When using this product, do not swallow.

Stop use and ask a doctor if

* sore mouth symptoms do not improve within 7 days

* irritation, pain or redness persists or worsens

* swelling, rash or fever develops

Keep out of reach of children. If more than used for rinsing is accidentally
swallowed,
get medical help or contact a Poison Control Center right away.

Directions

» Adults and children 2 years of age and older: rinse half capful (two teaspoons or
10 mL) around in the mouth over affected area for at least 1 minute, then spit out
* Use up to 4 times daily after meals and at bedtime or as directed by a dentist or
physician

* 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 physician

Other InformationStore at controlled room temperature 68 - 77°F (20 - 25°C)
Do not use if the safety seal is broken or missing.

Inactive Ingredients: Deionized water, xylitol, glycerin, natural flavor, poloxamer
407, zinc citrate, cardamom, sodium benzoate
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Formutated for optimum oral health. Light foaming action works
thoroughly to fiush away food particles from gums, bracas, and
dentures to freshen breath, whiten teeth, and achieve a whole mouth
clean, Cleans and promaotes healing of canker sones, cheel bites,
miuth bume, oral and gum imttations. Kills bad breath germs.

Drug Facts

Adtive

Hydrogan Peraxide 1.5% (wd.............. UOral debviding agant’orel waund cleansar
Uses

» for temporary u=s 1o cleanse cankar ecres and minor wounds o mingr gum
nflammeation resulting from minor dental procadires, denbures, oithodontic
eppliances, accdentsl injury, or ather imitetions of the mouth and gume

Do not wse this product for mone then 7 deys unless directed by a dantist or physician.
Whenusing this predud, do not swalow.

Stop use and sk a doctor

= gore mouth sympioms do not improve within 7 days

= imitation, pein or rdness persisis of woreEnE

= eweling, ragh o faver deslops

Niszp out of reach of children. if mors then wsad for ringing is accidamtsly swallowsd,
pet medical help ar comtact s Poizon Control Carmtar ight away.

Directi
= Adulte and chidran 2 years of age and oldar: fnes haF capful {hwo tesspoons o
10 mLj arcund in the mouth over affactad anea for et lbest 1 minuts, then sp ot
» Lsa up to 4 fimes daiy after meals and ek bedtime or s2 direcisd by a dentizt or

physcin
= Children under 12 years of age should be supanized in the s of the product
» Children under 2 years of ags: coneult a dantist or phyaidan

Other Information Som st contraled rom temparsturs 63 — T7°F (20 - 25°0)
Do nat ues if the =afety =8al is broken or missing.

inactive Ingredients: Deionizsd wtar, syiod, ghcarn, netural flavor, poloramer
407, Zirc citrete, candamom, sodium benpoate
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Formulated for optimum oral health. Light foaming action works
thoroughly to fiush away food partices from gums, braces, and
dentures o freshen breath, whiten teeth, and achleve a whole mouth
clean, Cleans and promotes healing of canker sores, cheel bites,
mouth burms, oral and gum imitations. Kills bad breath germds.

Drug Facts

Active

Hydrogan Penmide 15% wd............. Dral debriding agant/oral wound dsansar
Uses

= for tampaorary u=s 1o cleanse cankar eonse and minor wounds or minor gum
infiarmrnation resulfing from minor denkal procedunse, dankures, orthodontic
ppliEncas, acodenisl injury, or dther imitetions of the mouth end gume

D not use this product for mare than 7 deys unless directed by a dantiet or phyaician.
When usingthis piredhct, do rot ewalow.

Stop use and ask a dector i

» pore mouth symplorns do not improve within 7 days

w imitation, pain or redness persizis or worssngs

» awelling, rash or faver developa

Kesap out of reach of children. f maore then usad for ringing is ancidamally swalowed,
pet medical help or comtact 8 Poizon Control Canter ight away.

Directions

= Afulte and chidran 2 years of age and older: rires haF capful (o tessponns of

10 mL) arcund in the mouth over affectad anea for gt Best 1 minute, than =pk ot

w Lig= up to 4 times daiy sfter meals and st bedfime or &= direcied by & dentist or
ciEn

w Children under 12 years of age should be supanizad in the ues of the product

w Children under 2 years of age: coneutt a dantiet or physician

Other [nformation Store =t conirdled room tempersturs 68— T7°F (20— 25°0)
Do nat ues if the safety =aal is broken or missing.

Imactive lngredients: Deiorized watar, syiiol, ghearin, nebural flaver, pokeamer

407, zinc citreles, cardamom, sodium banzaate
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Formutated for aptimum oral health. Light foaming achon works
thoroughly to flush away food particles from gums, braces, and
dentures to freshen breath, whiten tessth, and achleve a whole mouth
clean. Cleans and promotes healing of canker sores, cheek bites,
maouth burms, oral and gum Imitations. Kills bad breath germs.

#PracticeGoodHygiene
No Alcohol * Gluten Free  Cruelty Free » Non-GMD

Drug Facts

Hydrogan Permide 1.5% (wé).............. Oval debriding agant/onal wound cleansar

» for tampaorary use fo cleansa canker gonee and minor wounds or minor gum
nfizrmrnation resviting from minor denkal procadures, denbures, orth ndontic
sppliEncas, acddentsl injury, or ather imiietions of the mouth and gums

Do not use this product for mone than 7 deys unless dimected by a dankist o physician.

» Bore mouth symploms do not improve within 7 days

w imitation, pain or redness persists o worssns

= awsling, rash or faver develops

Kisp out of reach of chilkdren. f maors then usad for ringing is accidantslly swallowed,
pet medical help ar comact 8 Poizon Control Cantar right away.

Directi
= Adufte and chidren 2 years of age and older: s hal capful jhwo tespoons or
10 mL) arcund in the mouth over affacted srea for et lest 1 minuts, then spi out
w»Liss up {o 4 fimes deily afber meals and & bediims or ez direcied by a dentist or

physician
w Children under 12 years of age shauld be eupanizad in the uss of the product
w Children under 2 years of age: conault a dentist or phyeidan

Other Information Bom at controlled o temparsturs 68 — 77°F (20— 25°0)
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GOOD HYGIENE THERAPEUTIC MOUTH RINSE

hydrogen peroxide debriding agent liquid

Product Information
Product Type
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

HUMAN OTC DRUG

Item Code (Source)

HYDROGEN PEROXIDE (UNII: BBXO60AN9V) (HYDROGEN PEROXIDE -

NDC:81439-100

Basis of
Strength

HYDROGEN 1549

Strength



UNII:BBXO60AN9V) PEROXIDE in 100 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QF0KOO0R)
XYLITOL (UNII: VCQO06KQ1E)
GLYCERIN (UNII: PDC6A3C00X)
POLOXAMER 407 (UNII: TUF2IVW3M2)
ZINC CITRATE (UNII: K72I3DEX9B)
CARDAMOM (UNII: 8BC4CUT4JL)
SODIUM BENZOATE (UNIl: OJ245FE5EU)

Packaging
# Item Code Package Description MarketingistartisMarketingfEnd
Date Date
NDC:81439- 475 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
1 100-16 Combination Product 05/01/2021
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OoTC monograph not  part356 05/01/2021 05/12/2023
GOOD HYGIENE THERAPEUTIC MOUTH RINSE
hydrogen peroxide debriding agent liquid
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:81439-110
Route of Administration ORAL
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
HYDROGEN PEROXIDE (UNII: BBX060AN9V) (HYDROGEN PEROXIDE - HYDROGEN 15g
UNII:BBX060AN9V) PEROXIDE in 100 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIl: 059QFOKOOR)
XYLITOL (UNIl: VCQO06KQ1E)
GLYCERIN (UNII: PDC6A3C00X)



POLOXAMER 407 (UNII: TUF2IVW3M2)
ZINC CITRATE (UNII: K72I3DEX9B)
CARDAMOM (UNII: 8BC4CUT4JL)
SODIUM BENZOATE (UNII: OJ245FE5EU)

Packaging
# Item Code Package Description Marketing Start
Date
NDC:81439- 475 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
1 110-16 Combination Product YO
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
SrTaCI monograph not . 4356 05/01/2021
GOOD HYGIENE THERAPEUTIC MOUTH RINSE
hydrogen peroxide debriding agent liquid
Product Information
Product Type HUMAN OTC DRUG Item Code (Source)
Route of Administration ORAL
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength
HYDROGEN PEROXIDE (UNIl: BBX060AN9V) (HYDROGEN PEROXIDE - HYDROGEN
UNII:BBX060AN9V) PEROXIDE

Inactive Ingredients

Ingredient Name
WATER (UNIIl: 059QF0KOOR)
XYLITOL (UNII: VCQOO06KQ1E)
GLYCERIN (UNIl: PDC6A3C0O0X)
POLOXAMER 407 (UNII: TUF2IVW3M2)
ZINC CITRATE (UNII: K72I3DEX9B)
CARDAMOM (UNII: 8BC4CUT4JL)
SODIUM BENZOATE (UNII: OJ245FE5EU)

Packaging

Marketing End
Date

Marketing End
Date

NDC:81439-120

Strength

1.5¢9
in 100 mL

Strength



# Item Code Package Description
1 NDC:81439- 475 mLin 1 BOTTLE, PLASTIC; Type 0: Not a
120-16 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC monograph not

final part356
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