GO SMILE RELAX- sodium monofluorophosphate paste, dentifrice
Go Smile, Inc.

GOSMILE (as PLD) - TOOTHPASTE, RELAX (44873-007)

PURPOSE
ANTICAVITY
WARNINGS: KEEP OUT OF REACH OF CHILDREN UNDER 6 YEARS OLD.

DIRECTIONS

e ADULTS AND CHILDREN 2 YEARS OF AGE AND OLDER: BRUSH TEETH THOROUGHLY
FOR TWO MINUTES AT LEAST TWICE A DAY PREFERABLY AFTER EACH MEAL OR AS
DIRECTED BY A DOCTOR OR DENTIST. THIS PRODUCT SHOULD BE USED AS PART
OF AN ORAL HEALTH PROGRAM THAT INCLUDES REGULAR FLOSSING AND DENTAL
CHECK-UPS.

e INSTRUCT CHILDREN UNDER 6 YEARS OF AGE IN GOOD BRUSHING AND RINSING
HABITS (TO MINIMIZE SWALLOWING). SUPERVISE CHILDREN AS NECESSARY UNTIL
CAPABLE OF USING WITHOUT SUPERVISION.

e CHILDREN UNDER TWO YEARS OF AGE: CONSULT A DENTIST OR A DOCTOR.

INACTIVE INGREDIENTS

SORBITOL, PURIFIED WATER, HYDRATED SILICA, GLYCERIN, SODIUM LAURYL SULFATE,
FLAVOR, CELLULOSE GUM, TITANIUM DIOXIDE, SODIUM SACCHARIN, SODIUM
BENZOATE, VALERIAN OFFICINALIS RHIZOME/ROOT EXTRACT.

PURPOSE
ANTICAVITY

ACTIVE INGREDIENTS
SODIUM MONOFLUOROPHOSPHATE 0.76% (0.13% W/V FLUORINE ION)

WARNINGS

IF MORE THAN USED FOR BRUSHING IS ACCIDENTALLY SWALLOWED, GET MEDICAL
HELP OR CONTACT A POISON CONTROL CENTER RIGHT AWAY.



DRUG FACTS

Active Ingrediants: Sedium Menefluerephesphate 0L 75%
[9.13% wefs flusrine ien)

Purpose: Anticawty

Usas: Aidsin the prevention of dental cavities.

Warnings: Keep out of reach of children under & years of
aga. I rere tham used for brushing is accidentally
awallovied, get rmedical help or cortact & Poison Corfrel
Center right anay

Directions:

* Aduits and children 2 years of age and older: Brushiesth
thoreLghbyfor 2 minutes at least teice a day preferablyafier
each meal or asdirected by dertist o dector, This produa
should be used aspart of anoral health programibat indudes
requilar flessig 2nd dental check-Lpe.

vinstruct childrenunder byears of agein good brushing and
nnzing habits fte miranize saaliewingl. Suserise childra as
necessany LUkl capabde of ueing without superisican:

+ Children under 2 years of age: Corsult a dentist or a dodor.

Other Information: 5tore st reom temperature.

Inactivae ingredients: Sorbaol, purified wat er, hydrated
silica, glycerin, sodium lauryl sulfate, flaver, celluloze
gurn, ttanium disxide, sodium saccharin, odium
kenzeate, waleriana officinalis rhizemefroot exdract

PHARMACOLOGIE

Ingrédient Actil: Manaflusraphosphate de Sodum 80 T4%,
[Teneur enions flsorure: 001 3% wil
Whilitd- Anti-carie

Usage: Aide & prévenir contresles canes

AvertEsenents: Tenir hors de e des enfants de moins
de d ans. En cas dingastion acadentelle d une quantiié
aupérisurs & celle ndcessaire s brosssge des dents, consuiler
immediatement un madecin ou appeler un centre antipoison

Muode d'em plai;

+ Adultes et enfants de plusde 2 ans: Brosser lesdent s pendart
au moins dews rminutes deux fois par jour de preterence apres les
repas, ou selon les recormmznd 2ion s de votre nédecin, Ce
produit dewrait faire partie d un pregramme dhygéns bucco
dentaire qui inclu 'utlisation defil dertaire et desvisies
requlitres aupnés de vatre dentiste:

+ Aoprendre zux enfants de mains de.s ans de bien brossar et
rincer Lesrs dents [paur avaler le moins de produt] Surveiller les
erfanls sdanl que necessaine jUsqa'dce qu'ls madrisent
cormecterment le brossage des dents.

+ Enfants demoinsde 2 ans: Gonsulter un dertiste ou médacin.

Autres intormations: Conserver atempérature ambiante

Ingrédients Inactifs: Sorbitol, eau, silice bydra &2, glycérine,
laurylzultate de sodwm, ardme, carbosymethylcetlulose,
dicxyde de titane, sacchaninate de sodium, benzoate de sodum,
axirak de racine de yalériama
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DRUG FACTS

Active Ingredlants: Scdium Monoiluorophasphale 076%
(0L13% wiiv fluarine on)

Purposa: Anticaviy

Uses: Alds in the prevention of dental cewvilies,

Warnings: Keep out of reach of children under & years of age.
If mare then wsed for brushing is aceidentally swallowed, gat
medical help or contact a Poisen Control Center right away.

Directians:

= Adulis and children ¥ years of age and older: Brush teath
tharowghty for 2 rinutes et Leas: tawice & dey praferably after
each meal or a5 directed by 4 dentis! or doctar, This product
should be wsed as part of an oral health program thas includes
regular Hlessing and dental check-ups.

® Instriect children under & years of age in good brushing and
ringing habits [ve rinfrmize swallewingl. Supenise children az
necessany unts, capable of using without supandisian,

= Children under 2 years.of age: Censult a dentist or 8 docier.

Oher Infarmation: Stare et rosm femperature.

Inactive Ingredisnts: Sorbite,, purified water, hydrated silica,
giyeerin, sodium leuryl sulfate, flevor, calluloae gum,
Istanium dioxide, sedium saccharin, sodiumn benzoate,
walerigna slicinalis rhizemalros] axlract,

PHARMACOLODGIE

Ingrédient Actlf: Monoliworeahesphate de Sedium 8 0.76%,
ITencwr en ions Ausrare:d,53%
UtiLied: Anli-carie

Usage: Alde b prévenir conbres Las carles,

Avertisgermanis: Tenir hors de partia das enfants de mains
da & ans. En cas d ingestisn accidentalie d'une quantilé
supéripurs 3 celle néoessaire au brossage des denls, consuller
mméidEabament wn midecin cu eppelar un centre antipoison,

Mode d'emplal:

= fdulies el enlanls de plus de 2 ans: Brosser les denls pendand au

rraing deus rinuies deuax s par jour de préférence apris les
o =olon los recommanciations devotre médedn, Co

prodiuf deyrsit foire: partie dun programme dypgibne bueeo

dontaine qui inchst 'wilisstion de fil dentaimn ot des wisites

risq ulihnes aupris de vobre dentiste,

= Aoprendre o enfants de mains de & ans de bien brosser ot

rincer leurs denls [pour avaler le moeins de produitl, Surveiller les

anfants autEnt que nécessaine jusqud o8 quiils matnsen:

correctament e brossane des deris.

= Enfanis da mains da 2 ans: Consutter un dentiste o médecin,

Aitras [nformbtlens: Canserver 3 I;Empéra',urq ambiantes,

Ingradiants Inactifs: Scrbitol, e=w, silice hydratée, alycérine,
laurylsultate de sodiun. anime, carbexyrméthlcelluless,
dicayde de tiene, saccharinate de sedium, benzoate de sodium,
exteadt de Facing de valdrane.
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GO SMILE RELAX

Product Information

Route of Administration ORAL

sodium monofluorophosphate paste, dentifrice

Product Type HUMAN OTC DRUG

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source) NDC:44873-007
Basis of
Strength Strength

SODIUM MONOFLUOROPHOSPHATE (UNIl: C810JCZ56Q) (FLUORIDE ION - L VAR A0 0.76 g




UNII:Q80VPU4080)

Inactive Ingredients

Ingredient Name
SORBITOL (UNII: 506T60A25R)
WATER (UNIl: 059QFOKOOR)
HYDRATED SILICA (UNIl: Y607T4G8P9)
GLYCERIN (UNIl: PDC6A3C00X)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SACCHARIN SODIUM (UNIl: SB8Z UX40TY)
VALERIAN (UNII: JWF5YAW3QW)

Packaging
# Item Code Package Description

NDC:44873-007- 100 g in 1 TUBE; Type 0: Not a Combination
00 Product

NDC:44873-007- 28 g in 1 TUBE; Type 0: Not a Combination
01 Product

1

2

Marketing Information

Marketing Application Number or Monograph

Category Citation
OTC Monograph Drug MO021

Labeler - Go smile, Inc. (139729631)

Revised: 11/2023
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Marketing Start
Date

05/05/2011

05/05/2011

Marketing Start
Date

05/05/2011

in 100 g

Strength

Marketing End
Date

Marketing End
Date

Go Smile, Inc.



	GOSMILE (as PLD) - TOOTHPASTE, RELAX (44873-007)
	PURPOSE
	DIRECTIONS
	INACTIVE INGREDIENTS
	PURPOSE
	ACTIVE INGREDIENTS
	WARNINGS

